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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents.

DEPARTMENT OF ENERGY

10 CFR Parts 429 and 430
[EERE-2016-BT-TP-0029]
RIN 1904-AD71

Energy Conservation Program: Test
Procedures for Central Air
Conditioners and Heat Pumps;
Correction

AGENCY: Office of Energy Efficiency and
Renewable Energy, Department of
Energy.

ACTION: Final rule; correcting
amendments.

SUMMARY: On January 5, 2017, the U.S.
Department of Energy (“DOE”)
published a final rule that made two
sets of amendments to the test
procedure for central air conditioners
and heat pumps (“CAC/HPs”):
amendments to the existing test

procedure required for determining
compliance with the current energy
conservation standards; and
establishment of a new test procedure
that would be the basis for making
efficiency representations as of the
compliance date for any amended
energy conservation standards. This
document corrects typographical errors,
omissions, and incorrect cross-
references in the Code of Federal
Regulations that resulted from the
January 2017 final rule. Neither the
errors nor the corrections in this
document affect the substance of the
rulemaking or any conclusions reached
in support of the final rule.

DATES: Effective December 2, 2021.

FOR FURTHER INFORMATION CONTACT: Ms.
Catherine Rivest, U.S. Department of
Energy, Office of Energy Efficiency and
Renewable Energy, Building
Technologies Office, EE-5B, 1000
Independence Avenue SW, Washington,
DC 20585-0121. Telephone: (202) 586—
7335. Email: ApplianceStandards
Questions@ee.doe.gov.

Mr. Peter Cochran, U.S. Department of
Energy, Office of the General Counsel,
GC-33, 1000 Independence Avenue SW,
Washington, DC 20585-0121.
Telephone: (202) 586—9496. Email:
Peter.Cochran@hgq.doe.gov.
SUPPLEMENTARY INFORMATION:

I. Background

On January 5, 2017, DOE published a
final rule regarding the Federal test
procedure for central air conditioner
and heat pumps. 82 FR 1426 (“January
2017 final rule”). The January 2017 final
rule amended the test procedure for
central air conditioners and heat pumps
at title 10 of the Code of Federal
Regulations (““CFR”) part 430 subpart B
appendix M (“Appendix M”’) and
established a new test procedure at 10
CFR part 430 subpart B appendix M1
(“Appendix M17). 82 FR 1426.
Appendix M provides for the
measurement of the cooling and heating
performance of central air conditioners
and heat pumps using the seasonal
energy efficiency ratio (“SEER”) metric
and heating seasonal performance factor
(“HSPF”’) metric, respectively.
Appendix M1 specifies a revised SEER
metric (“SEER2”) and a revised HSPF
metric (“HSPF2”’). The test procedures
as amended and established in the
January 2107 final rule for central air
conditioners and heat pumps include a
number of typographical errors,
omissions, and incorrect cross-
references, which may result in
confusion in executing the test
procedures. The errors and corrections
are summarized in the Table I.1.

TABLE 1.1—SUMMARY OF ERRORS AND CORRECTIONS

CFR section(s)

Description of error and correction

Rationale

10 CFR 429.16(a)(1)

10 CFR  429.16(f)(1)(i)(B),
429.16(f)(2)(ii)(A), and
429.16(f)(4)(i)(B).

Paragraph a of Section 3.6.4 of Appendix M
and Paragraph a of Section 3.6.4 of appendix
M1.

10
10

CFR
CFR

Paragraphs b and c of Section 3.6.6 of appen-
dix M.

Section 4.1.3.2 and Section 4.1.4.2 of appendix
M.

Corrects cross-references regarding rep-
resented values related to multi-split sys-
tems, multi-circuit systems, and multi-head
mini-split systems by:

(1) Replacing “(c)(3)(ii)” with “(c)(3)(iii)”.

(2) Replacing “Additional representations are
allowed, as described in paragraph (c)(3)(i)
of this section.” with “Additional representa-
tions are allowed, as described in para-
graphs (c)(3)(i) and (c)(3)(ii) of this sec-
tion.”.

Removes the language “(b)(3)(i)(C)” and
“(b)(3)(i)(B) and replaces with “(b)(3)(iii)”
and “(b)(3)(ii)”, respectively.

Corrects the instruction regarding compressor
speed for the H1y heating mode test.

Corrects incorrect references to HSPF2 in ap-
pendix M. HSPF2 is associated with appen-
dix M1. The revision corrects the reference
to “HSPF”.

Inserts missing inequalities in the titles, revis-
ing “Qc=1(T;)) BL(T;)) Qc~=2(T;),” to read

“Qk=1 (T]) < BL(TJ) < Qck:Z(Ti)-”'

Cross-references did not get updated when
the January 2017 final rule added 10 CFR
429.16(c)(3)(i)-

Transcription  error—cross-references  not

properly updated.

Instructions for compressor speed limitations
for H1y test incorrectly incorporated.

Reference inadvertently made to HSPF2 rath-
er than HSPF.

Inequalities inadvertently omitted from the
January 2017 final rule.
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TABLE 1.1—SUMMARY OF ERRORS AND CORRECTIONS—Continued

CFR section(s)

Description of error and correction

Rationale

Sections 4.2.5.1, 4.2.5.2, and 4.2.5.3 of appen-
dix M; Sections 4.2.5.1, 42.5.2, and 4.2.5.3
of appendix M1;.

Section 4.2.5.1 of Appendix M; Section 4.2.5.1
of appendix M1.

Sections 4.2.5.1 of Appendix M; Section 4.2.5.1
of appendix M1.

Section 4.2.6.c of appendix M; Section 4.2.6.c
of Appendix M1.

Section 4.2.6.2 of appendix M; Section 4.2.6.2
of appendix M1.

Section 4.2.6.3 of appendix M; Section 4.2.6.3
of appendix M1.

Section 1.2 of appendix M1

Section 3.1.4.7 of appendix M1

Paragraph d to section 3.6.4 Table 14 of ap-
pendix M1.

Section 4.1.4.2 of appendix M1

Section 4.1.3.2 of appendix M1

Replaces cross-references to section “3.1.9”
with “3.1.10”.

Changes subscript on left side of equation for
energy E from “hp” to “h” by replacing
“Enp(T)) = Qnp(Tj)” with “En(Tj) = Enp(T;)”.

Changes inequality for Case 2 of Section
4.2.5.1 to reflect intent consistent with Sec-
tions 4.2.5.2 and 4.25.3 by changing
“To(Tj) > Tee” 10 “To(T)) < Tee™.

Changes designation of booster stage capac-
ity to use the correct superscript “k=3" by
replacing “Q;nk=2(5)" with “Qnk=3(5)” where
the text describes what test is used to ob-
tain the booster stage 5 °F capacity.

Changes the inequality in the equation of the
title of Section 4.2.6.2 to be consistent with
the text, “Capacity Is Greater Than or
Equal to the Building Heating Load.” Re-
places “<” with “<”.

Changes the title to specify the correct com-
pressor stage for the case, revising “High”
to “Booster,” which is the k=3 compressor
stage.

Inserts the word “minimum” missing in the
definition for “minimum-speed-limiting vari-
able-speed heat pump” to indicate which
speed is higher than its value for operation
in a 47 °F ambient temperature.

Replaces incorrect cross-reference to Section
“3.14.6” with “3.1.4.6".

Adds explicit description of the compressor
speed to be used for the H4, 5 °F full-ca-
pacity heating mode test, consistent with
the intent as described in the July 2016
SNOPR and January 2017 Final Rule pre-
amble discussions.

Replaces the single instance of “EER2” in the
section with “EER”.

Removes extraneous “(” in the title line of the
section.

Cross-references inadvertently not updated.

Transcription error.

Transcription error.

Transcription error. Booster capacity denoted
as k=3 in all other locations throughout test
procedure.

Incorrect inequality.

Transcription error. Booster capacity denoted
as k=3 in all other locations throughout test
procedure.

Transcription error—missing word “minimum.”

Transcription error.

Inadvertent omission of footnote.

Transcription error.

Transcription error.

This document identifies and corrects
these errors. Neither the errors nor the
corrections in this document affect the
substance of the rulemaking or any
conclusions reached in support of the
final rule.

II. Need for Correction

As published, the regulatory text in
the January 2017 final rule may result in
confusion due to incorrect symbols in
the test procedure equations,
typographical errors, incorrect cross-
references, and missing footnotes. The
following sections provide the rationale
for each correction. Because this final
rule would correct errors in the text and
provide additional detail without
making substantive changes in the
January 2017 final rule, the changes
addressed in this document are
technical in nature.

A. Cross-References at 10 CFR
429.16(a)(1)

The January 2017 Final Rule added
provisions for determining represented
values for split systems in 10 CFR
429.16(c)(3)(i) but did not make
corresponding edits to the cross-
references contained within 10 CFR
429.16(a)(1), which describes the
additional representations that are
allowed for such systems (i.e., in
addition to the required
representations). This document
corrects this error by updating these
cross-references.

B. Transcription Errors at 10 CFR
429.16(f)

In the January 2017 Final Rule, DOE
established provisions for represented
values required by the Federal Trade
Commission—among them the annual
operating cost in cooling mode. These
sections rely on the calculated
quantities for cooling capacity and SEER

in order to determine operating costs
but contain incorrect cross-references to
the sections where these quantities are
calculated. This document corrects the
cross-references to refer to the correct
sections for represented values of
cooling capacity and SEER as adopted
by the January 2017 Final Rule.

C. Reference to H1y Test in Section 3.6.4
of Appendix M and Appendix M1

In the January 2017 Final rule, DOE
revised the requirement regarding
compressor speed for the H1y heating
mode test to “allow the compressor
speed used for the H1y test to be lower
than used for the A2 test, provided that
the H1n capacity is no lower than the
A2 cooling capacity.” 82 FR 1426, 1445.
However, in codifying this revision in
section 3.6.4 of appendix M and section
3.6.4 of appendix M1, DOE did not
properly incorporate the changes. In
appendix M, DOE inadvertently referred
to the H1, capacity instead of the Hln
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capacity when making the comparison
to the A2 cooling capacity. In appendix
M1, DOE omitted the language entirely
that allowed the H1n compressor speed
to be lower than the speed used for the
A2 test provided that the H1ly capacity
is no lower than the A2 cooling
capacity. This document corrects these
errors to reflect the appropriate
compressor speed limitations for the
H1y test that were adopted in the
January 2017 Final Rule in both
appendix M and appendix M1.

D. Reference to HSPF in Section 3.6.6 of
Appendix M

The January 2017 Final Rule
established the HSPF2 metric as
measured per the newly created
appendix M1. The HSPF2 metric is not
defined for appendix M and does not
apply in any section of that appendix.
Rather, the applicable heating metric for
appendix M is Heating Seasonal
Performance Factor (“HSPF”’). This
document replaces two erroneous
instances of HSPF2 with HSPF in
paragraphs b and c of section 3.6.6 of
appendix M.

E. Inequality Symbols in Sections 4.1.3.2
and 4.1.4.2 of Appendix M

The January 2017 Final Rule retained
testing provisions in appendix M to
calculate the electrical power
consumption of CAC/HPs when
building load is between minimum and
maximum capacity in order to satisfy
the building cooling demand. For two-
stage CAC/HPs, section 4.1.3.2 details
the case where the system operates
between low (k=1) compressor stage and
high (k=2) compressor stage in order to
satisfy demand. For variable-speed
CAC/HPs, section 4.1.4.2 details the
case where the system operates at an
intermediate compressor speed “i” that
is between the low and high compressor
speeds. In both cases, the title text for
these sections reflects the intent of
establishing a range of operation.
However, in the following inequalities
(which restate the title text), the
inequality symbols were inadvertently
omitted. This document adds the
missing inequalities to reflect what was
intended in the January 2017 Final Rule.

F. Cross-References in Sections 4.2.5.1,
4.2.5.2, and 4.2.5.3 of Appendix M and
Appendix M1

The January 2017 Final Rule retained
provisions in sections 4.2.5.1, 4.2.5.2,
and 4.2.5.3 of appendices M and M1 for
additional steps to calculate HSPF (or
HSPF2 in the case of appendix M1) for
heat pumps having heat comfort
controllers. These sections each contain
a case where outdoor bin temperatures

are greater than the maximum supply
temperature, Tcc, and reference section
3.1.9 of the respective appendix for
calculating Tcc. However, section 3.1.10
is the correct cross-reference for
calculating Tcc. This document corrects
the cross-reference from 3.1.9 to 3.1.10
in accordance with the January 2017
Final Rule.

G. Symbol Subscripts in Section 4.2.5.1
of Appendix M and Appendix M1

Section 4.2.5.1 of both appendix M
and appendix M1 specify calculating
the space heating capacity and electrical
power of the heat pump, and to denote
these capacities and electrical power by
using the subscript “hp”” instead of “h”.
Case 1 of section 4.2.5.1 of both
appendices specifies determining total
electrical power consumption E,(Tj) as
specified in section 4.2.1 of the same
appendix, and provides an id est (“i.e.”’)
statement to illustrate the replacement
of subscript “h” with “hp”. Rather than
state En(T;) = Enp(T)) as intended, the
subscript “h”” was inadvertently
replaced with “hp” on both sides of the
equation. This document corrects the
errors in these sections.

H. Inequality Symbol in Section 4.2.5.1
of Appendix M and Appendix M1

In sections 4.2.5.1, 4.2.5.2, and 4.2.5.3
of both appendix M and appendix M1,
Case 1 of each section covers instances
where supply air temperature is greater
than or equal to the comfort controller
maximum supply temperature (i.e.,
To(Tj) 2 Tec). Case 2 covers the
complimentary scenario where supply
air temperature is less than the comfort
controller maximum supply
temperature (i.e., To(T;) < Teo), such that
collectively the two Cases cover the full
range of possible supply air
temperatures in comparison to the
comfort controller maximum supply
temperature. In section 4.2.5.1 of both
appendices, the “less than” symbol in
Case 2 was inadvertently codified as a
“greater than” symbol. This document
corrects this symbol to “less than.”.

I. Symbol Superscript in Section 4.2.6.c
of Appendix M and Appendix M1

The January 2017 Final Rule
established provisions for testing of
triple-capacity northern heat pumps,
which utilize a third distinct stage of
heating capacity—denoted as “boost” or
“booster”’—that is higher than both the
“high” and “low” stages. Section 4.2.6
of both appendix M and appendix M1
describes additional steps for HSPF
calculation for triple-capacity northern
heat pumps, referring to boost capacity
with the superscript notation “k=3" in
all but one instance: In section 4.2.6.c,

the boost capacity is erroneously
referred using the superscript notation
“k=2". (Elsewhere in the test procedure,
the notation “k=2" is used to refer to the
“high” stage.) This document corrects
that error by updating the superscript to
“k=3"" to be consistent with the intent
established by the January 2017 final
rule.

J. Inequality Symbol in Section 4.2.6.2 of
Appendix M and Appendix M1

The January 2017 Final rule amended
provisions for HSPF calculation of
triple-capacity northern heat pumps in
section 4.2.6. The title of section 4.2.6.2
describes cases where the heat pump
operates at high (k=2) compressor
capacity at temperature T and its
capacity is greater than or equal to the
building load (i.e., building load is less
than or equal to the compressor
capacity). In the inequality immediately
following, the building load is listed
first, and a “less than” symbol “<” is
erroneously used rather than a “less
than or equal to”” symbol (“<”). This
document corrects the symbol using “<”
to indicate a building load less than or
equal to capacity, to be consistent with
the intent of the section title as
established by the January 2017 Final
Rule.

K. Reference To Booster Capacity in
Section 4.2.6.3 of Appendix M and
Appendix M1

As discussed in paragraph I, the
January 2017 Final rule established
provisions for HSPF calculation of
triple-capacity northern heat pumps in
section 4.2.6. Section 4.2.6.3 describes
cases where the heat pump operates at
the (k=3) compressor capacity (i.e.,
boost capacity) at temperature T; and its
capacity is greater than or equal to the
building load. The title of this section
erroneously refers to the (k=3)
compressor capacity as “high.” Instead,
the (k=3) compressor capacity should be
referred to as the “booster” capacity (the
“high” (k=2) capacity is covered by
section 4.2.6.2). This document corrects
the title of section 4.2.6.3 to be
consistent with the intent established by
the January 2017 Final Rule.

L. Missing Word ‘“‘Minimum” in Section
1.2 of Appendix M1

In the January 2017 Final rule, DOE
proposed a definition for “minimum-
speed-limiting variable-speed heat
pump” to refer to heat pumps that vary
the minimum compressor speed when
operating in outdoor temperatures that
are in the range for which the minimum
speed performance factors into the
HSPF calculation (i.e., between 35 °F
and 62 °F). 82 FR 1426, 1458. However,
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in codifying this definition in section
1.2 of appendix M1, DOE inadvertently
omitted the word “minimum” when
referring to compressor speed at 47 °F.
This document adds the word
“minimum” to the definition of
minimum-speed-limiting variable-speed
heat pump to reflect the intent
established by the January 2017 Final
Rule.

M. Cross-Reference in Section 3.1.4.7 of
Appendix M1

The January 2017 Final Rule
established provisions in section 3.1.4.7
of appendix M1 for determining the
heating nominal air volume rate to be
used in HSPF2 testing. This section
omitted a period and erroneously cross-
references section 3.14.6 for adjusting
airflow—section 3.1.4.6 is the proper
cross-reference. This document corrects
these errors.

N. Missing Footnote in Table 14 of
Appendix M1

Compressor speeds for variable-speed
compressor systems are specified in
Table 14 in section 3.6.4 of appendices
M and M1. These sections are supposed
to include footnotes that specify the
“Heating Full”” compressor speed at
different outdoor temperature test
conditions for systems containing a
variable-speed compressor. However, at
the optional H4, heating test condition
(5 °F outdoor temperature) in appendix
M1, the footnote is missing. (There is no
H4. test condition for variable-speed
heat pumps in appendix M so no
footnote is required.) For all other test
conditions that utilize a “full”
compressor speed, Table 14 to appendix
M1 includes footnotes describing the
meaning of “full” compressor speed in
the context of each test condition. To
specify the H4, compressor speed for
variable-speed heat pumps, a footnote is
being added to Table 14 in appendix M1
to specify that the “Heating Full” speed
refers to the maximum speed that the
system’s controls would operate the
compressor in normal operation at 5 °F
ambient temperature.

This correction is consistent with the
discussion provided in the August 24,
2016 supplemental notice of proposed
rulemaking (“SNOPR”), in which DOE
stated that the full-speed compressor
operation for variable-speed heat pumps
could be very different at 5 °F than it is
at 17 °F, thus an extrapolation of
performance below 5 °F using the [17 °F
compressor speed] trend between 17 °F
and 5 °F is not appropriate. 81 FR
58164, 58193 (“August 2016 SNOPR”).
The regulatory text in the August 2016
SNOPR provided instructional footnotes
as to the appropriate “Heating Full”

compressor speed for the heating test
conditions except for the optional H4,
heating test condition. 82 FR 58164,
58238. Comment was not received on
the appropriate compressor speed at the
5 °F condition, and the erroneous
omission of the footnote was carried
over into the final rule, which adopted
the proposal in the August 2016
SNOPR. 82 FR 1426, 1459, 1560. This
correction also aligns with current
industry test procedures for CAC/HPs
(AHRI 210/240 2023) which includes a
footnote in the test conditions table for
variable-speed heat pumps specifying
that the full compressor speed to be
used at the 5 °F heating test condition
is the maximum speed the system
controls would operate the compressor
at 5 °F ambient temperature.

O. Reference to EER in Section 4.1.4.2
of Appendix M1

Section 4.1.4.2 of appendix M1
specifies several equations in which
variations of the EER metric are used.
One of these equations contains the
term EERk=2. In the “where” statement
following the equation, which defines
each symbol used in the equation,
EERk=2 is erroneously referred to as
EER2k=2, This document corrects this
error by referring instead to EERk=2.

P. Extraneous Symbols in Section
4.1.3.2 of Appendix M1

The title of section 4.1.3.2 of
appendix M1 contains extraneous “(”’
symbols preceding the terms BL(T;) and
Qc4=2(T;). This document removes these
extraneous symbols, consistent with the
analogous terms in section 4.1.3.2 of
appendix M.

III. Procedural Issues and Regulatory
Review

Pursuant to the Administrative
Procedure Act, 5 U.S.C. 553(b), DOE has
determined there is good cause to find
that prior notice and opportunity for
public comment on the changes
contained in this document are
impracticable, unnecessary, or contrary
to the public interest. Neither the errors
nor the corrections in this document
affect the substance of the January 2017
Final Rule or any of the conclusions
reached in support of the final rule.
Providing prior notice and an
opportunity for public comment on
correcting objective, typographical
errors and omissions that do not change
the substance of the test procedure
serves no useful purpose. As such, this
rule is similarly not subject to the 30-
day delay in effective date requirement
of 5 U.S.C. 553(d) otherwise applicable
to rules that make substantive changes.

DOE has also concluded that the
determinations made pursuant to the
various regulatory review requirements
applicable to the January 2017 final rule
remain unchanged for this final rule
technical correction. These
determinations are set forth in the
January 2017 final rule. 84 FR 1426,
1463—-1468.

List of Subjects
10 CFR Part 429

Administrative practice and
procedure, Confidential business
information, Energy conservation,
Household appliances, Reporting and
recordkeeping requirements.

10 CFR Part 430

Administrative practice and
procedure, Confidential business
information, Energy conservation,
Household appliances, Imports,
Incorporation by reference,
Intergovernmental relations, Small
businesses.

Signing Authority

This document of the Department of
Energy was signed on November 17,
2021, by Kelly Speakes-Backman,
Principal Deputy Assistant Secretary for
Energy Efficiency and Renewable
Energy, pursuant to delegated authority
from the Secretary of Energy. That
document with the original signature
and date is maintained by DOE. For
administrative purposes only, and in
compliance with requirements of the
Office of the Federal Register, the
undersigned DOE Federal Register
Liaison Officer has been authorized to
sign and submit the document in
electronic format for publication, as an
official document of the Department of
Energy. This administrative process in
no way alters the legal effect of this
document upon publication in the
Federal Register.

Signed in Washington, DG, on November
18, 2021.
Treena V. Garrett,

Federal Register Liaison Officer, U.S.
Department of Energy.

For the reasons stated in the
preamble, DOE corrects parts 429 and
430 of chapter II, subchapter D, of title
10 of the Code of Federal Regulations by
making the following correcting
amendments:
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PART 429—CERTIFICATION,
COMPLIANCE, AND ENFORCEMENT
FOR CONSUMER PRODUCTS AND
COMMERCIAL AND INDUSTRIAL

EQUIPMENT

m 1. The authority citation for part 429
continues to read as follows:

m 2. Section 429.16 is amended:

(a)(1);
m b. In paragraph (f)(1)(i)(B) by

removing ““(b)(3)(i)(C)” and “(b)(3)({)(B)”
and adding in their place “(b)(3)(iii)”

and “(b)(3)(ii)”, respectively;
m c. In paragraph (f)(2)(ii)(A) by

m a. By revising the table in paragraph

removing ““(b)(3)(i)(C)” and “(b)(3)({)(B)”

m d. In paragraph (f)(4)(i)(B) by

removing “(b)(3)(i)(C)” and “(b)(3)(1)(B)”
and adding in their place “(b)(3)(iii)”
and “(b)(3)(ii)”, respectively.

The revision reads as follows:

§429.16 Central air conditioners and
central air conditioning heat pumps

Authority: 42 U.S.C. 6291-6317; 28 U.S.C.  and adding in their place *“(b)(3)(iii)” (@* **
2461 note. and “(b)(3)(ii)”, respectively; (1) * * *
TABLE 1 TO PARAGRAPH (a)(1)
Category Equipment subcategory Required represented values

Single-Package Unit

Outdoor Unit and Indoor Unit
(Distributed in Commerce
by OUM).

Indoor Unit Only Distributed
in Commerce by ICM).

Single-Package AC (including Space-Constrained)

Single-Package HP (including Space-Constrained).

Single-Split-System AC with Single-Stage or Two-Stage
Compressor  (including  Space-Constrained and
Small-Duct, High Velocity Systems (SDHV)).

Single-Split-System AC with Other Than Single-Stage
or Two-Stage Compressor (including Space-Con-
strained and SDHV).

Single-Split-System HP (including Space-Constrained
and SDHYV).

Multi-Split, Multi-Circuit, or Multi-Head Mini-Split Split
System—non-SDHV (including Space-Constrained).

Multi-Split, Multi-Circuit, or Multi-Head Mini-Split Split
System—SDHV.

Single-Split-System Air Conditioner (including Space-
Constrained and SDHV).

Single-Split-System Heat Pump (including Space-Con-
strained and SDHV).

Multi-Split, Multi-Circuit, or Multi-Head Mini-Split Split
System—SDHV.

Outdoor Unit with no Match ...

Every individual model distributed in commerce.

Every individual combination distributed in commerce
must be rated as a coil-only combination. For each
model of outdoor unit, this must include at least one
coil-only value that is representative of the least effi-
cient combination distributed in commerce with that
particular model of outdoor unit. Additional blower-
coil representations are allowed for any applicable in-
dividual combinations, if distributed in commerce.

Every individual combination distributed in commerce,
including all coil-only and blower coil combinations.

Every individual combination distributed in commerce.

For each model of outdoor unit, at a minimum, a non-
ducted “tested combination.” For any model of out-
door unit also sold with models of ducted indoor
units, a ducted “tested combination.” When deter-
mining represented values on or after January 1,
2023, the ducted “tested combination” must com-
prise the highest static variety of ducted indoor unit
distributed in commerce (i.e., conventional, mid-stat-
ic, or low-static). Additional representations are al-
lowed, as described in paragraphs (c)(3)(i) and
(c)(8)(ii) of this section, respectively.

For each model of outdoor unit, an SDHV “tested com-
bination.” Additional representations are allowed, as
described in paragraph (c)(3)(iii) of this section.

Every individual combination distributed in commerce.

For a model of indoor unit within each basic model, an
SDHV “tested combination.” Additional representa-
tions are allowed, as described in section (c)(3)(iii) of
this section.

Every model of outdoor unit distributed in commerce
(tested with a model of coil-only indoor unit as speci-
fied in paragraph (b)(2)(i) of this section).

* * * * *

m b. In the last sentence of paragraph b.,

“3.1.10”, “Eh(Tj) = Ehp(Tj)”, and in the

PART 430—ENERGY CONSERVATION
PROGRAM FOR CONSUMER
PRODUCTS

m 3. The authority citation for part 430
continues to read as follows:

Authority: 42 U.S.C. 6291-6309; 28 U.S.C.
2461 note.
m 4. Appendix M to subpart B of part
430 is amended:
m a. In paragraph a. of section 3.6.4, by
revising the fifth sentence;

section 3.6.6, by removing “HSPF2’’ and
adding in its place “HSPF”’;

m c. In paragraph c., section 3.6.6,
footnote 5, Table 15, by removing
“HSPF2” and adding in its place
“HSPF”;

m d. By revising the heading for section
4.1.3.2;

m e. By revising the heading for section
4.1.4.2;

m f. In section 4.2.5.1, in the “Case 1”
paragraph, by removing “3.1.9”, “Epp(T))
= Enp(T;)”” and adding in its place,

“Case 2” paragraph, by removing
“where To(Tj) >Tcc,” and adding in its
place “where To(Tj) < Tce,”,
respectively;

m g. In section 4.2.5.2, in the “Case 1”
paragraph, by removing “3.1.9”” and
adding in its place “3.1.10” and in the
“Case 2” paragraph, by removing “For
outdoor bin temperatures where To(Tj)
Tcc, determine Qn(Tj) and En(Tj) using”
and adding in its place ”” For outdoor
bin temperatures where To(Tj) < Tec,
determine Qu(Tj) and Ex(Tj) using”;
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m h. In section 4.2.5.3, by removing
“3.1.9” and adding in its place “3.1.10”
and in the “Case 2’ paragraph, by
removing ‘“For outdoor bin temperatures
where To*=1(T;) Tcc, determine Qp*=(Tj)
and E,*=1(T;) using” and adding in its
place “For outdoor bin temperatures
where T*=1(T;) < Tcc, determine
Qn*=1(T;) and Epk=1(T;) using”;
m i. In paragraph c. of section 4.2.6, by
removing “Qp*=2(5)"” and adding in its
place “Quk=3(5)";
m j. In section 4.2.6.2, in the heading, by
removing “BL(Tj) <Qn*=2(Tj)” and
adding in its place “BL(Tj) < Quk=2(Tj)"’;
and
m k. By revising the heading for section
4.2.6.3.

The revisions read as follows:

Appendix M to Subpart B of Part 430—
Uniform Test Method for Measuring the
Energy Consumption of Central Air
Conditioners and Heat Pumps

3. % *x x

3.6 * % %

3.6.4%* * *

a. * * * For a cooling/heating heat pump,
the compressor shall operate for the H1y test
at a speed, measured by RPM or power input
frequency (Hz), no lower than the speed used
in the A2 test if the tested H1x heating
capacity is less than the tested A2 cooling
capacity. * * *

* * * * *

4. % * %

4.13* * *

4.1.3.2 Unit Alternates Between High
(k=2) and Low (k=1) Compressor Capacity to
Satisfy the Building Cooling Load at,
Temperature Tj, Qc*=1(T;) <BL(T;) <Q*=2(T;)
* * * * *

4.1.4.2 Unit Operates at an Intermediate
Compressor Speed (k=i) In Order To Match
the Building Cooling Load at Temperature
Qk=1(T)) < BL(T}) < Qk=2(T))
* * * * *

4.2% * *

4.26* * *

4.2.6.3 Heat Pump Only Operates at
Booster (k=3) Compressor Capacity at
Temperature Tj, and its Capacity Is Greater
Than or Equal to the Building Heating Load,
BL(TJ] < QthB(Tj].

* * * * *

m 5. Appendix M1 to subpart B of part
430 is amended:
m a. In section 1.2, by revising the
definition of “Minimum-speed-limiting
variable-speed heat pump”’;
m b. In section 3.1.4.7, by removing
“3.14.6” and adding in its place
“3.1.4.6”7;
m c. By revising paragraph a. of section
3.6.4;
m d. In paragraph d., section 3.6.4, by
revising Table 14;
m e. In section 4.1.3.2, in the heading, by
removing “Tj, Q4=1(T;) < (BL(Tj) <
(Q4=2(T;)”, and adding in its place “Tj,
Qu4=1(T;) < BL(T}) < Q4=2(T))”;
m f. In section 4.1.4.2, by removing
“EER2k=2(T;)”” and adding in its place
“EERk=2(T;)”;
m g. In section 4.2.5.1, in the “Case 1”
paragraph by removing “3.1.9” and
adding in its place “3.1.10” and
removing “‘Enp(T;) = Enp(T;)” and adding
in its place “En(Tj) = Enp(T;)”’, and in the
“Case 2” paragraph by removing ‘“To(T;)
>Tcc,” and adding in its place ”* To(T;)
<Tce,”’s
m h. In section 4.2.5.2, in the “Case 1”’
paragraph, by removing “3.1.9”” and
adding in its place “3.1.10”;
m i. In section 4.2.5.3, in the “Case 1”
paragraph, by removing ““3.1.9” and
adding in its place “3.1.10” and in the
“‘Case 2" paragraph by removing “For
outdoor bin temperatures where
To&=1(T;) Tcc, determine Qx*=(T;) and
E;%=1(T;) using” and adding in its place
and “For outdoor bin temperatures
where To*=1(T;) < Tcc, determine
Q;*=1(T;) and E,;*=(T;) using”’;
m j. In paragraph c. of section 4.2.6, by
removing “Q,*=2(5)" and adding in its
place “Q;k=3(5)";
m k. In section 4.2.6.2, in the heading, by
removing “BL(Tj) < Qu*=2(Tj)”” and
adding in its place “BL(Tj) < Q;*=2(T;)”;
and
m 1. In section 4.2.6.3, in the heading, by
removing ‘“‘Heat Pump Only Operates at
High (k=3)" and adding in its place
“Heat Pump Only Operates at Booster
(k=3)".

The revisions read as follows:

Appendix M1 to Subpart B of Part
430—Uniform Test Method for
Measuring the Energy Consumption of
Central Air Conditioners and Heat
Pumps

* * * * *

1. % * *

1.2 I

Minimum-speed-limiting variable-speed
heat pump means a heat pump for which the
compressor minimum speed (represented by
revolutions per minute or motor power input
frequency) is higher than its minimum value
for operation in a 47 °F ambient temperature
for any bin temperature T;j for which the
calculated heating load is less than the
calculated intermediate-speed capacity.
* * * * *

3, % x *

3.6 L

3.6.4 Tests for a Heat Pump Having a
Variable-Speed Compressor

a. Conduct one maximum temperature test
(HO,), two high temperature tests (H1y and
H1,), one frost accumulation test (H2v), and
one low temperature test (H3,). Conducting
one or more of the following tests is optional:
An additional high temperature test (H1,), an
additional frost accumulation test (H2,), and
a very low temperature test (H4,). Conduct
the optional high temperature cyclic (H1C;)
test to determine the heating mode cyclic-
degradation coefficient, Cph. If this optional
test is conducted but yields a tested Cph that
exceeds the default Cph or if the optional test
is not conducted, assign Cph the default
value of 0.25. Test conditions for the nine
tests are specified in Table 14. The
compressor shall operate at the same heating
full speed, measured by RPM or power input
frequency (Hz), as the maximum speed at
which the system controls would operate the
compressor in normal operation in 17 °F
ambient temperature, for the H1,, H2, and
H3, Tests. The compressor shall operate for
the Hiy test at the maximum speed at which
the system controls would operate the
compressor in normal operation in 47 °F
ambient temperature. Additionally, for a
cooling/heating heat pump, the compressor
shall operate for the H1y test at a speed,
measured by RPM or power input frequency
(Hz), no lower than the speed used in the A2
test if the tested H1y heating capacity is less
than the tested A2 cooling capacity.

* * * * *

d.*x * *

TABLE 14—HEATING MODE TEST CONDITIONS FOR UNITS HAVING A VARIABLE-SPEED COMPRESSOR

Air entering Air entering
indoor unit outdoor unit
Test description ‘emF(’?;")"‘“re tem?f;?*“'e Compressor speed Heating air volume rate
Dry bulb Wet bulb Dry bulb Wet bulb
HO4 test (required, 70 | 60max) ... 62 | 56.5 ............. Heating Minimum ....... Heating Minimum.?
steady).
H1, test (optional, 70 | 60(max) ... 47 | 43 ... Heating Full4 .............. Heating Full-Load.3
steady).
H14 test (required, 70 | 60(max) ... 47 | 43 . Heating Minimum ....... Heating Minimum.1
steady).
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TABLE 14—HEATING MODE TEST CONDITIONS FOR UNITS HAVING A VARIABLE-SPEED COMPRESSOR—Continued

Air entering Air entering
indoor unit outdoor unit
Test description ‘emF(’?;?‘“re tem;z(c}a'gr;lture Compressor speed Heating air volume rate
Dry bulb Wet bulb Dry bulb Wet bulb
H1y test (required, 70 | 60(max) ... 47 | 43 . Heating Full5 .............. Heating Full-Load.3
steady).
H1C; test (optional, cy- 70 | 60(max) ... 47 | 43 Heating Minimum ....... 3.
clic).
H2, test (optional) ....... 70 | 60(max) ... 35|33 . Heating Full4 .............. Heating Full-Load.3
H2y test (required) ...... 70 | 60max) ... 35|33 .. Heating Intermediate .. | Heating Intermediate.®
H35 test (required, 70 | 60max) ... 17 |15 Heating Full4 .............. Heating Full-Load.3
steady).
H4, test (optional, 70 | 60(max) ... 5| 3max) .. Heating Full 7 .............. Heating Full-Load.3
steady).

1 Defined in section 3.1.4.5 of this appendix.

2Maintain the airflow nozzle(s) static pressure difference or velocity pressure during an ON period at the same pressure or velocity as meas-

ured during the H14 test.
3Defined in section 3.1.4.4 of this appendix.

4Maximum speed that the system controls would operate the compressor in normal operation in 17 °F ambient temperature. The H1, test is
not needed if the H1y test uses this same compressor speed.
5Maximum speed that the system controls would operate the compressor in normal operation in 47 °F ambient temperature.

6 Defined in section 3.1.4.6 of this appendix.

7Maximum speed that the system controls would operate the compressor in normal operation at 5 °F ambient temperature.

* * * * *
[FR Doc. 2021-25539 Filed 12—1-21; 8:45 am]
BILLING CODE 6450-01-P

FARM CREDIT ADMINISTRATION

12 CFR Parts 614, 615, 620 and 628
RIN 3052-AD27

Regulatory Capital Rules: Tier 1/Tier 2
Framework

AGENCY: Farm Credit Administration.
ACTION: Notification of effective date.

SUMMARY: The Farm Credit
Administration (FCA) issued a final rule
to amend the regulatory capital
requirements for Farm Credit System
(System or FCS) institutions. The
amendments clarified certain provisions
in the Tier 1/Tier 2 Capital Framework
and codified the guidance provided in
an FCA bookletter.
DATES: Effective date: The final rule
amending 12 CFR parts 614, 615, 620
and 628 published on October 1, 2021
(86 FR 54347), is effective on January 1,
2022.
FOR FURTHER INFORMATION CONTACT:
Technical information: Jeremy R.
Edelstein, EdelsteinJ@fca.gov, Associate
Director or Clayton D. Milburn,
MilburnC@fca.gov, Senior Financial
Analyst, Finance and Capital Markets
Team, Office of Regulatory Policy, Farm
Credit Administration, McLean, VA
22102-5090, (703) 883—4414, TTY (703)
883—4056 or ORPMailbox@fca.gov; or
Legal information: Rebecca S. Orlich,
Orlichr@fca.gov, Senior Counsel, or

Jennifer A. Cohn, Cohnj@fca.gov,
Assistant General Counsel, Office of
General Counsel, Farm Credit
Administration, McLean, VA 22102—
5090, (703) 883—4020, TTY (703) 883—
4056.

SUPPLEMENTARY INFORMATION: On
October 1, 2021, FCA issued a final rule
to amend the regulatory capital
requirements for System institutions.
The amendments clarified provisions in
the Tier 1/Tier 2 Capital Framework,
codified the guidance provided in FCA
Bookletter BL-068, reduced
administrative burden, and amended
definitions pertaining to qualified
financial contracts. In accordance with
12 U.S.C. 2252(c)(1), the final rule
provided an effective date of the later to
occur of January 1, 2022 or 30 days after
the date of rule’s publication in the
Federal Register during which either or
both Houses of Congress are in session.
Based on the records of the sessions of
Congress, the effective date of the
regulation is January 1, 2022.

Dated: November 29, 2021.
Ashley Waldron,
Secretary, Farm Credit Administration.
[FR Doc. 2021-26173 Filed 12—1-21; 8:45 am]
BILLING CODE 6705-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA-2021-0674; Airspace
Docket No. 21-ASW-14]

RIN 2120-AA66

Amendment Class D and Class E
Airspace; Ardmore, OK

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; correction.

SUMMARY: This action corrects
typographic errors in the final rule
published in the Federal Register on
October 26, 2021, amending the Class D
and Class E airspace at Ardmore, OK.

DATES: Effective date 0901 UTC, January
27, 2022. The Director of the Federal
Register approves this incorporation by
reference action under Title 1 CFR part
51, subject to the annual revision of
FAA Order JO 7400.11 and publication
of conforming amendments.

FOR FURTHER INFORMATION CONTACT:
Jeffrey Claypool, Federal Aviation
Administration, Operations Support
Group, Central Service Center, 10101
Hillwood Parkway, Fort Worth, TX
76177; telephone (817) 222—-5711.

SUPPLEMENTARY INFORMATION:

History

The FAA published a final rule in the
Federal Register (86 FR 59015; October
26, 2021) for FR Doc. 2021-23008
amending the Class D and Class E
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airspace at Ardmore, OK. Subsequent to
publication, the FAA identified
typographic errors that occurred when
the notice to proposed rulemaking was
transposed to the final rule in the Class
E Airspace Areas Designated as an
Extension to a Class D or Class E Surface
Area and Class E airspace extending
upward from 700 feet above the surface
airspace legal descriptions. This action
corrects those errors.

Class D and Class E airspace
designations are published in paragraph
5000, 6002, and 6005, respectively, of
FAA Order JO 7400.11F dated August
10, 2021, and effective September 15,
2021, which is incorporated by
reference in 14 CFR 71.1. The Class D
and Class E airspace designations listed
in this document will be subsequently
published in FAA Order JO 7400.11.

Correction to Final Rule

Accordingly, pursuant to the
authority delegated to me, Amendment
Class D and Class E Airspace; Ardmore,
OK, published in the Federal Register of
October 26, 2021 (86 FR 59015), FR Doc.
2021-23008, is corrected as follows:

71.1 [Amended]

m On page 59016, column 2, line 41,
amend to read, “Airport extending from
the 4.3-mile radius of”.
m On page 59016, column 2, line 60,
amend to read, “That airspace extending
upward from”.

Issued in Fort Worth, Texas, on November
29, 2021.
Martin A. Skinner,

Acting Manager, Operations Support Group
ATO Central Service Center.

[FR Doc. 2021-26187 Filed 12—1-21; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 868
[Docket No. FDA-2021-N-0622]

Medical Devices; Anesthesiology
Devices; Classification of the
Isocapnic Ventilation Device

AGENCY: Food and Drug Administration,
Department of Health and Human
Services (HHS).

ACTION: Final amendment; final order.

SUMMARY: The Food and Drug
Administration (FDA or we) is
classifying the isocapnic ventilation
device into class II (special controls).
The special controls that apply to the

device type are identified in this order
and will be part of the codified language
for the isocapnic ventilation device’s
classification. We are taking this action
because we have determined that
classifying the device into class II
(special controls) will provide a
reasonable assurance of safety and
effectiveness of the device. We believe
this action will also enhance patients’
access to beneficial innovative devices.
DATES: This order is effective December
2, 2021. The classification was
applicable on March 14, 2019.

FOR FURTHER INFORMATION CONTACT:
Todd Courtney, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 1216, Silver Spring,
MD 20993-0002, 301-796-6371,
Todd.Courtney@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:

I. Background

Upon request, FDA has classified the
isocapnic ventilation device as class I
(special controls), which we have
determined will provide a reasonable
assurance of safety and effectiveness. In
addition, we believe this action will
enhance patients’ access to beneficial
innovation, by placing the device into a
lower device class than the automatic
class III assignment.

The automatic assignment of class III
occurs by operation of law and without
any action by FDA, regardless of the
level of risk posed by the new device.
Any device that was not in commercial
distribution before May 28, 1976, is
automatically classified as, and remains
within, class III and requires premarket
approval unless and until FDA takes an
action to classify or reclassify the device
(see 21 U.S.C. 360c(f)(1)). We refer to
these devices as “‘postamendments
devices” because they were not in
commercial distribution prior to the
date of enactment of the Medical Device
Amendments of 1976, which amended
the Federal Food, Drug, and Cosmetic
Act (FD&C Act).

FDA may take a variety of actions in
appropriate circumstances to classify or
reclassify a device into class I or II. We
may issue an order finding a new device
to be substantially equivalent under
section 513(i) of the FD&C Act (21
U.S.C. 360c(i)) to a predicate device that
does not require premarket approval.
We determine whether a new device is
substantially equivalent to a predicate
device by means of the procedures for
premarket notification under section
510(k) of the FD&C Act (21 U.S.C.
360(k)) and part 807 (21 CFR part 807).

FDA may also classify a device
through “De Novo” classification, a

common name for the process
authorized under section 513(f)(2) of the
FD&C Act. Section 207 of the Food and
Drug Administration Modernization Act
of 1997 established the first procedure
for De Novo classification (Pub. L. 105—
115). Section 607 of the Food and Drug
Administration Safety and Innovation
Act modified the De Novo application
process by adding a second procedure
(Pub. L. 112-144). A device sponsor
may utilize either procedure for De
Novo classification.

Under the first procedure, the person
submits a 510(k) for a device that has
not previously been classified. After
receiving an order from FDA classifying
the device into class III under section
513(f)(1) of the FD&C Act, the person
then requests a classification under
section 513(f)(2).

Under the second procedure, rather
than first submitting a 510(k) and then
a request for classification, if the person
determines that there is no legally
marketed device upon which to base a
determination of substantial
equivalence, that person requests a
classification under section 513(f)(2) of
the FD&C Act.

Under either procedure for De Novo
classification, FDA is required to
classify the device by written order
within 120 days. The classification will
be according to the criteria under
section 513(a)(1) of the FD&C Act.
Although the device was automatically
placed within class III, the De Novo
classification is considered to be the
initial classification of the device.

When FDA classifies a device into
class I or II via the De Novo process, the
device can serve as a predicate for
future devices of that type, including for
510(k)s (see 21 U.S.C. 360c(f)(2)(B)(i)).
As a result, other device sponsors do not
have to submit a De Novo request or
premarket approval application in order
to market a substantially equivalent
device (see 21 U.S.C. 360c¢(i), defining
“substantial equivalence”). Instead,
sponsors can use the less-burdensome
510(k) process, when necessary, to
market their device.

II. De Novo Classification

On August 18, 2017, Thornhill
Research, Inc. submitted a request for
De Novo classification of the ClearMate.
FDA reviewed the request in order to
classify the device under the criteria for
classification set forth in section
513(a)(1) of the FD&C Act.

We classify devices into class II if
general controls by themselves are
insufficient to provide reasonable
assurance of safety and effectiveness,
but there is sufficient information to
establish special controls that, in
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combination with the general controls,
provide reasonable assurance of the
safety and effectiveness of the device for
its intended use (see 21 U.S.C.
360c(a)(1)(B)). After review of the
information submitted in the request,
we determined that the device can be
classified into class II with the
establishment of special controls. FDA
has determined that these special
controls, in addition to the general
controls, will provide reasonable
assurance of the safety and effectiveness
of the device.

Therefore, on March 14, 2019, FDA
issued an order to the requester
classifying the device into class II. In
this final order, FDA is codifying the
classification of the device by adding 21
CFR 868.5480.1 We have named the
generic type of device isocapnic
ventilation device, and it is identified as
a prescription device used to administer
a blend of carbon dioxide and oxygen
gases to a patient to induce
hyperventilation. This device may be
labeled for use with breathing circuits
made of reservoir bags (21 CFR
868.5320), oxygen cannulas (21 CFR
868.5340), masks (21 CFR 868.5550),
valves (21 CFR 868.5870), resuscitation
bags (21 CFR 868.5915), and/or tubing
(21 CFR 868.5925).

FDA has identified the following risks
to health associated specifically with
this type of device and the measures
required to mitigate these risks in table
1.

TABLE 1—ISOCAPNIC VENTILATION DE-
VICE RISKS AND MITIGATION MEAS-
URES

Identified risks Mitigation measures

Hypocapnia Nonclinical performance test-
(lacking ing, and Labeling.
COo).

Hypercapnia Nonclinical performance test-
(excess ing, and Labeling.
COo).

Hypoxemia Nonclinical performance test-
(lacking Oo). ing, and Labeling.

High airway Nonclinical performance test-
pressure ing, and Labeling.
(e.g.,
barotrauma).

Adverse tissue | Biocompatibility evaluation.
reaction.

1FDA notes that the “ACTION” caption for this
final order is styled as “Final amendment; final
order,” rather than “Final order.” Beginning in
December 2019, this editorial change was made to
indicate that the document “amends” the Code of
Federal Regulations. The change was made in
accordance with the Office of Federal Register’s
(OFR) interpretations of the Federal Register Act (44
U.S.C. chapter 15), its implementing regulations (1
CFR 5.9 and parts 21 and 22), and the Document
Drafting Handbook.

FDA has determined that special
controls, in combination with the
general controls, address these risks to
health and provide reasonable assurance
of safety and effectiveness. In order for
a device to fall within this classification,
and thus avoid automatic classification
in class III, it would have to comply
with the special controls named in this
final order. The necessary special
controls appear in the regulation
codified by this order. This device is
subject to premarket notification
requirements under section 510(k).

At the time of classification, isocapnic
ventilation devices are for prescription
use only. Prescription devices are
exempt from the requirement for
adequate directions for use for the
layperson under section 502(f)(1) of the
FD&C Act (21 U.S.C. 352(f)(1)) and 21
CFR 801.5, as long as the conditions of
21 CFR 801.109 are met.

III. Analysis of Environmental Impact

The Agency has determined under 21
CFR 25.34(b) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

IV. Paperwork Reduction Act of 1995

This final order establishes special
controls that refer to previously
approved collections of information
found in other FDA regulations and
guidance. These collections of
information are subject to review by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501-3521). The
collections of information in the
guidance document ‘“De Novo
Classification Process (Evaluation of
Automatic Class III Designation)” have
been approved under OMB control
number 0910-0844; the collections of
information in 21 CFR part 814,
subparts A through E, regarding
premarket approval, have been
approved under OMB control number
0910-0231; the collections of
information in part 807, subpart E,
regarding premarket notification
submissions, have been approved under
OMB control number 0910-0120; the
collections of information in 21 CFR
part 820, regarding quality system
regulation, have been approved under
OMB control number 0910-0073; and
the collections of information in 21 CFR
part 801, regarding labeling, have been
approved under OMB control number
0910-04385.

List of Subjects in 21 CFR Part 868

Medical devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 868 is
amended as follows:

PART 868—ANESTHESIOLOGY
DEVICES

m 1. The authority citation for part 868
continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360j, 3601, 371.

m 2. Add § 868.5480 to subpart F to read
as follows:

§868.5480

(a) Identification. An isocapnic
ventilation device is a prescription
device used to administer a blend of
carbon dioxide and oxygen gases to a
patient to induce hyperventilation. This
device may be labeled for use with
breathing circuits made of reservoir bags
(§868.5320), oxygen cannulas
(§868.5340), masks (§ 868.5550), valves
(§ 868.5870), resuscitation bags
(§868.5915), and/or tubing (§ 868.5925).

(b) Classification. Class II (special
controls). The special controls for this
device are:

(1) Nonclinical performance testing
data must demonstrate that the device
performs as intended under anticipated
conditions of use, including the
following performance characteristics:

Isocapnic ventilation device.

(i) Gas concentration accuracy testing
for the range of intended concentrations;

(ii) Airway pressure delivery accuracy
testing;

(iii) Supplemental O, flowrate
accuracy testing;

(iv) Alarm testing; and

(v) Use life testing.

(2) The patient-contacting

components of the device must be
demonstrated to be biocompatible.

(3) Labeling must include the
following:

(i) Instructions for use;

(ii) A precaution that monitoring of
capnography is necessary during
treatment with non-spontaneously
breathing patients; and

(iii) Use life specification.

Dated: November 29, 2021.

Lauren K. Roth,

Associate Commissioner for Policy.

[FR Doc. 2021-26201 Filed 12-1-21; 8:45 am]
BILLING CODE 4164-01-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 876
[Docket No. FDA-2021-N-0285]

Medical Devices; Gastroenterology-
Urology Devices; Classification of the
Esophageal Tissue Characterization
System

AGENCY: Food and Drug Administration,
Department of Health and Human
Services (HHS).

ACTION: Final amendment; final order.

SUMMARY: The Food and Drug
Administration (FDA or we) is
classifying the esophageal tissue
characterization system into class II
(special controls). The special controls
that apply to the device type are
identified in this order and will be part
of the codified language for the
esophageal tissue characterization
system’s classification. We are taking
this action because we have determined
that classifying the device into class II
(special controls) will provide a
reasonable assurance of safety and
effectiveness of the device. We believe
this action will also enhance patients’
access to beneficial innovative devices.

DATES: This order is effective December
2, 2021. The classification was
applicable on December 23, 2019.

FOR FURTHER INFORMATION CONTACT:
Pramodh Kariyawasam, Center for
Devices and Radiological Health, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 66, Rm. 2536,
Silver Spring, MD 20993—-0002, 301—
348-1911, Pramodh.Kariyawasam@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION:

I. Background

Upon request, FDA has classified the
esophageal tissue characterization
system as class II (special controls),
which we have determined will provide
a reasonable assurance of safety and
effectiveness. In addition, we believe
this action will enhance patients’ access
to beneficial innovation, by placing the
device into a lower device class than the
automatic class III assignment.

The automatic assignment of class III
occurs by operation of law and without
any action by FDA, regardless of the
level of risk posed by the new device.
Any device that was not in commercial

1FDA notes that the “ACTION” caption for this
final order is styled as “Final amendment; final
order,” rather than “Final order.” Beginning in
December 2019, this editorial change was made to

distribution before May 28, 1976, is
automatically classified as, and remains
within, class III and requires premarket
approval unless and until FDA takes an
action to classify or reclassify the device
(see 21 U.S.C. 360c(f)(1)). We refer to
these devices as ‘“postamendments
devices” because they were not in
commercial distribution prior to the
date of enactment of the Medical Device
Amendments of 1976, which amended
the Federal Food, Drug, and Cosmetic
Act (FD&C Act).

FDA may take a variety of actions in
appropriate circumstances to classify or
reclassify a device into class I or II. We
may issue an order finding a new device
to be substantially equivalent under
section 513(i) of the FD&C Act (21
U.S.C. 360c(i)) to a predicate device that
does not require premarket approval.
We determine whether a new device is
substantially equivalent to a predicate
device by means of the procedures for
premarket notification under section
510(k) of the FD&C Act (21 U.S.C.
360(k)) and part 807 (21 CFR part 807).

FDA may also classify a device
through “De Novo” classification, a
common name for the process
authorized under section 513(f)(2) of the
FD&C Act. Section 207 of the Food and
Drug Administration Modernization Act
of 1997 established the first procedure
for De Novo classification (Pub. L. 105—
115). Section 607 of the Food and Drug
Administration Safety and Innovation
Act modified the De Novo application
process by adding a second procedure
(Pub. L. 112-144). A device sponsor
may utilize either procedure for De
Novo classification.

Under the first procedure, the person
submits a 510(k) for a device that has
not previously been classified. After
receiving an order from FDA classifying
the device into class III under section
513(f)(1) of the FD&C Act, the person
then requests a classification under
section 513(f)(2). Under the second
procedure, rather than first submitting a
510(k) and then a request for
classification, if the person determines
that there is no legally marketed device
upon which to base a determination of
substantial equivalence, that person
requests a classification under section
513(f)(2) of the FD&C Act. Under either
procedure for De Novo classification,
FDA is required to classify the device by
written order within 120 days. The
classification will be according to the
criteria under section 513(a)(1) of the
FD&C Act. Although the device was

indicate that the document “amends” the Code of
Federal Regulations. The change was made in
accordance with the Office of Federal Register’s
(OFR) interpretations of the Federal Register Act (44

automatically placed within class III,
the De Novo classification is considered
to be the initial classification of the
device.

When FDA classifies a device into
class I or II via the De Novo process, the
device can serve as a predicate for
future devices of that type, including for
510(k)s (see 21 U.S.C. 360c(f)(2)(B)(i)).
As a result, other device sponsors do not
have to submit a De Novo request or
premarket approval application to
market a substantially equivalent device
(see 21 U.S.C. 360c(i), defining
“substantial equivalence”). Instead,
sponsors can use the less-burdensome
510(k) process, when necessary, to
market their device.

II. De Novo Classification

On December 17, 2018, Diversatek
Healthcare Inc. submitted a request for
De Novo classification of the Mucosal
Integrity Conductivity Test System. FDA
reviewed the request in order to classify
the device under the criteria for
classification set forth in section
513(a)(1) of the FD&C Act.

We classify devices into class II if
general controls by themselves are
insufficient to provide reasonable
assurance of safety and effectiveness,
but there is sufficient information to
establish special controls that, in
combination with the general controls,
provide reasonable assurance of the
safety and effectiveness of the device for
its intended use (see 21 U.S.C.
360c(a)(1)(B)). After review of the
information submitted in the request,
we determined that the device can be
classified into class II with the
establishment of special controls. FDA
has determined that these special
controls, in addition to the general
controls, will provide reasonable
assurance of the safety and effectiveness
of the device.

Therefore, on December 23, 2019,
FDA issued an order to the requester
classifying the device into class II. In
this final order,? FDA is codifying the
classification of the device by adding 21
CFR 876.1450. We have named the
generic type of device esophageal tissue
characterization system, and it is
identified as a device intended for
obtaining measurements of electrical
properties within esophageal tissue.

FDA has identified the following risks
to health associated specifically with
this type of device and the measures
required to mitigate these risks in table
1.

U.S.C. chapter 15), its implementing regulations (1
CFR 5.9 and parts 21 and 22), and the Document
Drafting Handbook.
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TABLE 1—ESOPHAGEAL TISSUE CHARACTERIZATION SYSTEM RISKS AND MITIGATION MEASURES

Identified risks

Mitigation measures

Device malfunction related to:
e Breaking
e Fractures
¢ Unintentional separation of components
¢ Inaccurate reading
o Failure to sense
¢ Endoscope incompatibility
Adverse tissue reaction

Electrical shock and electrical interference from other devices

Procedural risks (which may include procedures of endoscopy with se-

dation).
Infection/cross-contamination

and Labeling.
Labeling.

Nonclinical performance testing; Shelf life testing; Software verification,
validation, and hazard analysis; and Labeling.

Biocompatibility evaluation.
Electrical safety testing, Electromagnetic compatibility (EMC) testing,

Reprocessing validation, Labeling.

FDA has determined that special
controls, in combination with the
general controls, address these risks to
health and provide reasonable assurance
of safety and effectiveness. For a device
to fall within this classification, and
thus avoid automatic classification in
class III, it would have to comply with
the special controls named in this final
order. The necessary special controls
appear in the regulation codified by this
order. This device is subject to
premarket notification requirements
under section 510(k) of the FD&C Act.

III. Analysis of Environmental Impact

The Agency has determined under 21
CFR 25.34(b) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

IV. Paperwork Reduction Act of 1995

This final order establishes special
controls that refer to previously
approved collections of information
found in other FDA regulations and
guidance. These collections of
information are subject to review by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501-3521). The
collections of information in the
guidance document ‘“De Novo
Classification Process (Evaluation of
Automatic Class III Designation)” have
been approved under OMB control
number 0910-0844; the collections of
information in 21 CFR part 814,
subparts A through E, regarding
premarket approval, have been
approved under OMB control number
0910-0231; the collections of
information in part 807, subpart E,
regarding premarket notification
submissions, have been approved under
OMB control number 0910-0120; the
collections of information in 21 CFR

part 820, regarding quality system
regulation, have been approved under
OMB control number 0910-0073; and
the collections of information in 21 CFR
part 801, regarding labeling, have been
approved under OMB control number
0910-0485.

List of Subjects in 21 CFR Part 876

Medical devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 876 is
amended as follows:

PART 876—GASTROENTEROLOGY-
UROLOGY DEVICES

m 1. The authority citation for part 876
continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360j, 3601, 371.

m 2.Add § 876.1450 to subpart B to read
as follows:

§876.1450 Esophageal tissue
characterization system.

(a) Identification. An esophageal
tissue characterization system is a
device intended for obtaining
measurements of electrical properties
within esophageal tissue.

(b) Classification. Class II (special
controls). The special controls for this
device are:

(1) All patient contacting components
of the device must be demonstrated to
be biocompatible.

(2) Performance testing must
demonstrate the device can accurately
measure the designated electrical
characteristics.

(3) Mechanical safety testing must
demonstrate that the device will
withstand forces encountered during
use.

(4) Software verification, validation,
and hazard analysis must be performed.

(5) Electromagnetic compatibility and
electrical safety, mechanical safety, and

thermal safety of the device must be
performed.

(6) Performance data must validate
the reprocessing instructions for any
reusable components of the device.

(7) Labeling must include:

(i) Specific instructions regarding the
proper placement and use of the device;
(ii) Instructions for reprocessing of

any reusable components; and

(iii) An expiration date for single use
components.

Dated: November 26, 2021.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2021-26200 Filed 12-1-21; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 882
[Docket No. FDA-2021-N-0261]

Medical Devices; Neurological
Devices; Classification of the Trunk
and Limb Electrical Stimulator To Treat
Headache

AGENCY: Food and Drug Administration,
Department of Health and Human
Services (HHS).

ACTION: Final amendment; final order.

SUMMARY: The Food and Drug
Administration (FDA or we) is
classifying the trunk and limb electrical
stimulator to treat headache into class II
(special controls). The special controls
that apply to the device type are
identified in this order and will be part
of the codified language for the trunk
and limb electrical stimulator to treat
headache’s classification. We are taking
this action because we have determined
that classifying the device into class II
(special controls) will provide a
reasonable assurance of safety and
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effectiveness of the device. We believe
this action will also enhance patients’
access to beneficial innovative devices.
DATES: This order is effective December
2, 2021. The classification was
applicable on May 20, 2019.

FOR FURTHER INFORMATION CONTACT: Erin
Keegan, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave. Bldg. 66, Rm. 1649, Silver Spring,
MD 20993-0002, 240-402-6534,
Erin.Keegan@fda.hhs.gov.
SUPPLEMENTARY INFORMATION:

I. Background

Upon request, FDA has classified the
trunk and limb electrical stimulator to
treat headache as class II (special
controls), which we have determined
will provide a reasonable assurance of
safety and effectiveness. In addition, we
believe this action will enhance
patients’ access to beneficial innovation,
by placing the device into a lower
device class than the automatic class III
assignment.

The automatic assignment of class III
occurs by operation of law and without
any action by FDA, regardless of the
level of risk posed by the new device.
Any device that was not in commercial
distribution before May 28, 1976, is
automatically classified as, and remains
within, class III and requires premarket
approval unless and until FDA takes an
action to classify or reclassify the device
(see 21 U.S.C. 360c¢(f)(1)). We refer to
these devices as ‘“postamendments
devices” because they were not in
commercial distribution prior to the
date of enactment of the Medical Device
Amendments of 1976, which amended
the Federal Food, Drug, and Cosmetic
Act (FD&C Act).

FDA may take a variety of actions in
appropriate circumstances to classify or
reclassify a device into class I or II. We
may issue an order finding a new device
to be substantially equivalent under
section 513(i) of the FD&C Act (21
U.S.C. 360c(i)) to a predicate device that
does not require premarket approval.
We determine whether a new device is
substantially equivalent to a predicate

by means of the procedures for
premarket notification under section
510(k) of the FD&C Act (21 U.S.C.
360(k)) and part 807 (21 CFR part 807).

FDA may also classify a device
through “De Novo” classification, a
common name for the process
authorized under section 513(f)(2) of the
FD&C Act. Section 207 of the Food and
Drug Administration Modernization Act
of 1997 established the first procedure
for De Novo classification (Pub. L. 105—
115). Section 607 of the Food and Drug
Administration Safety and Innovation
Act modified the De Novo application
process by adding a second procedure
(Pub. L. 112-144). A device sponsor
may utilize either procedure for De
Novo classification.

Under the first procedure, the person
submits a 510(k) for a device that has
not previously been classified. After
receiving an order from FDA classifying
the device into class III under section
513(f)(1) of the FD&C Act, the person
then requests a classification under
section 513(f)(2).

Under the second procedure, rather
than first submitting a 510(k) and then
a request for classification, if the person
determines that there is no legally
marketed device upon which to base a
determination of substantial
equivalence, that person requests a
classification under section 513(f)(2) of
the FD&C Act.

Under either procedure for De Novo
classification, FDA is required to
classify the device by written order
within 120 days. The classification will
be according to the criteria under
section 513(a)(1) of the FD&C Act.
Although the device was automatically
placed within class III, the De Novo
classification is considered to be the
initial classification of the device.

When FDA classifies a device into
class I or II via the De Novo process, the
device can serve as a predicate for
future devices of that type, including for
510(k)s (see 21 U.S.C. 360c(f)(2)(B)(i)).
As aresult, other device sponsors do not
have to submit a De Novo request or
premarket approval application to
market a substantially equivalent device

(see 21 U.S.C. 360c(i), defining
“substantial equivalence”). Instead,
sponsors can use the less-burdensome
510(k) process, when necessary, to
market their device.

II. De Novo Classification

On November 6, 2018, Theranica
Bioelectronics Ltd submitted a request
for De Novo classification of the Nerivio
Migra. FDA reviewed the request in
order to classify the device under the
criteria for classification set forth in
section 513(a)(1) of the FD&C Act.

We classify devices into class IT if
general controls by themselves are
insufficient to provide reasonable
assurance of safety and effectiveness,
but there is sufficient information to
establish special controls that, in
combination with the general controls,
provide reasonable assurance of the
safety and effectiveness of the device for
its intended use (see 21 U.S.C.
360c(a)(1)(B)). After review of the
information submitted in the request,
we determined that the device can be
classified into class II with the
establishment of special controls. FDA
has determined that these special
controls, in addition to the general
controls, will provide reasonable
assurance of the safety and effectiveness
of the device.

Therefore, on May 20, 2019, FDA
issued an order to the requester
classifying the device into class II. FDA
is codifying the classification of the
device by adding 21 CFR 882.5899.1 We
have named the generic type of device
trunk and limb electrical stimulator to
treat headache, and it is identified as a
device intended to treat headache
through the application of electrical
stimulation anywhere on the body of the
patient apart from the patient’s head or
neck through electrodes placed on the
skin. The stimulation may be provided
transcutaneously or percutaneously.

FDA has identified the following risks
to health associated specifically with
this type of device and the measures
required to mitigate these risks in table
1.

TABLE 1—TRUNK AND LIMB ELECTRICAL STIMULATOR TO TREAT HEADACHE RISKS AND MITIGATION MEASURES

Identified risks

Mitigation measures

Adverse tissue reaction ...........ccocveiieniinieennen.
Electrical, mechanical, or thermal hazards that may result in
user discomfort or injury (e.g., electrical shock or burn)..

Interference with other devices ..........cccccunneeen..

1FDA notes that the “ACTION” caption for this
final order is styled as “Final amendment; final
order,” rather than “Final order.” Beginning in
December 2019, this editorial change was made to

Biocompatibility evaluation.

EMC testing, and Labeling.

indicate that the document “amends” the Code of
Federal Regulations. The change was made in
accordance with the Office of Federal Register’s
(OFR) interpretations of the Federal Register Act (44

Non-clinical performance testing; Electrical, mechanical, and thermal safety test-
ing; Electromagnetic compatibility (EMC) testing; Software verification, valida-
tion, and hazard analysis; and Labeling.

U.S.C. chapter 15), its implementing regulations (1
CFR 5.9 and parts 21 and 22), and the Document
Drafting Handbook.
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TABLE 1—TRUNK AND LIMB ELECTRICAL STIMULATOR TO TREAT HEADACHE RISKS AND MITIGATION MEASURES—

Continued

Identified risks

Mitigation measures

Software malfunction leading to injury or discomfort (e.g., tis-

sue damage due to over-stimulation).

Hardware malfunction leading to injury or discomfort
Use error that may result in user discomfort, injury, or delay

treatment for headaches.

Labeling.

Software verification, validation, and hazard analysis.

Non-clinical performance testing, Shelf life testing, and Labeling.

FDA has determined that special
controls, in combination with the
general controls, address these risks to
health and provide reasonable assurance
of safety and effectiveness. For a device
to fall within this classification, and
thus avoid automatic classification in
class III, it would have to comply with
the special controls named in this final
order. The necessary special controls
appear in the regulation codified by this
order. This device is subject to
premarket notification requirements
under section 510(k).

III. Analysis of Environmental Impact

The Agency has determined under 21
CFR 25.34(b) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

IV. Paperwork Reduction Act of 1995

This final order establishes special
controls that refer to previously
approved collections of information
found in other FDA regulations and
guidance. These collections of
information are subject to review by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501-3521). The
collections of information in the
guidance document “De Novo
Classification Process (Evaluation of
Automatic Class III Designation)”” have
been approved under OMB control
number 0910-0844; the collections of
information in 21 CFR part 820,
regarding quality system regulation,
have been approved under OMB control
number 0910-0073; the collections of
information in 21 CFR part 814,
subparts A through E, regarding
premarket approval, have been
approved under OMB control number
0910-0231; the collections of
information in part 807, subpart E,
regarding premarket notification
submissions, have been approved under
OMB control number 0910-0120; and
the collections of information in part
801, regarding labeling, have been

approved under OMB control number
0910-0485.

List of Subjects in 21 CFR Part 882

Medical devices, Neurological
devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 882 is
amended as follows:

PART 882—NEUROLOGICAL DEVICES

m 1. The authority citation for part 882
continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360j, 3601, 371.
m 2. Add § 882.5899 to subpart F to read
as follows:

§882.5899 Trunk and limb electrical
stimulator to treat headache.

(a) Identification. A trunk and limb
electrical stimulator to treat headache is
a device intended to treat headache
through the application of electrical
stimulation anywhere on the body of the
patient apart from the patient’s head or
neck through electrodes placed on the
skin. The stimulation may be provided
transcutaneously or percutaneously.

(b) Classification. Class II (special
controls). The special controls for this
device are:

(1) Non-clinical performance testing
must demonstrate that the device
performs as intended under anticipated
conditions of use. This testing must
include:

(i) Characterization of the electrical
stimulation, including the following:
Waveforms; output modes; maximum
output voltage and maximum output
current (at 5002, 2kQ, and 10kQ loads);
pulse duration; frequency; net charge
per pulse; and maximum phase charge,
maximum current density, maximum
average current, and maximum average
power density (at 500Q);

(ii) Characterization of the impedance
monitoring system; and

(iii) Characterization of the electrode
performance including the electrical
performance, adhesive integrity, shelf-
life, reusability, and current distribution
of the electrode surface area.

(2) The patient-contacting
components of the device must be
demonstrated to be biocompatible.

(3) Performance testing must
demonstrate electromagnetic
compatibility and electrical,
mechanical, and thermal safety in the
intended use environment.

(4) Software verification, validation,
and hazard analysis must be performed.

(5) Labeling must include the
following:

(i) Instructions for use, including the
typical sensations experienced during
treatment;

(ii) A detailed summary of the
electrical stimulation output, and the
device technical parameters, including
any wireless specifications;

(iii) A shelf life for the electrodes and
reuse information; and

(iv) Instructions on care and cleaning
of the device.

Dated: November 26, 2021.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2021-26175 Filed 12—1-21; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 882
[Docket No. FDA-2021-N-0290]

Medical Devices; Neurological
Devices; Classification of the
Conditioning Tool for Eating Disorders

AGENCY: Food and Drug Administration,
Department of Health and Human
Services (HHS).

ACTION: Final amendment; final order.

SUMMARY: The Food and Drug
Administration (FDA or we) is
classifying the conditioning tool for
eating disorders into class II (special
controls). The special controls that
apply to the device type are identified
in this order and will be part of the
codified language for the conditioning
tool for eating disorders’ classification.
We are taking this action because we
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have determined that classifying the
device into class II (special controls)
will provide a reasonable assurance of
safety and effectiveness of the device.
We believe this action will also enhance
patients’ access to beneficial innovative
devices.

DATES: This order is effective December
2, 2021. The classification was
applicable on March 31, 2011.

FOR FURTHER INFORMATION CONTACT:
Michael Hoffmann, Center for Devices
and Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave. Bldg. 66, Rm. 4110, Silver Spring,
MD 20993-0002, 301-796-6476,
Michael Hoffmann@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
I. Background

Upon request, FDA has classified the
conditioning tool for eating disorders as
class II (special controls), which we
have determined will provide a
reasonable assurance of safety and
effectiveness. In addition, we believe
this action will enhance patients’ access
to beneficial innovation, by placing the
device into a lower device class than the
automatic class III assignment.

The automatic assignment of class III
occurs by operation of law and without
any action by FDA, regardless of the
level of risk posed by the new device.
Any device that was not in commercial
distribution before May 28, 1976, is
automatically classified as, and remains
within, class III and requires premarket
approval unless and until FDA takes an
action to classify or reclassify the device
(see 21 U.S.C. 360c(f)(1)). We refer to
these devices as ‘“postamendments
devices” because they were not in
commercial distribution prior to the
date of enactment of the Medical Device
Amendments of 1976, which amended
the Federal Food, Drug, and Cosmetic
Act (FD&C Act).

FDA may take a variety of actions in
appropriate circumstances to classify or
reclassify a device into class I or II. We
may issue an order finding a new device
to be substantially equivalent under
section 513(i) of the FD&C Act to a
predicate device that does not require
premarket approval (see 21 U.S.C.
360c(i)). We determine whether a new
device is substantially equivalent to a
predicate by means of the procedures
for premarket notification under section
510(k) of the FD&C Act and part 807 (21

U.S.C. 360(k) and 21 CFR part 807,
respectively).

FDA may also classify a device
through “De Novo” classification, a
common name for the process
authorized under section 513(f)(2) of the
FD&C Act (21 U.S.C. 360c(f)(2)). Section
207 of the Food and Drug
Administration Modernization Act of
1997 established the first procedure for
De Novo classification (Pub. L. 105—
115). Section 607 of the Food and Drug
Administration Safety and Innovation
Act modified the De Novo application
process by adding a second procedure
(Pub. L. 112-144). A device sponsor
may utilize either procedure for De
Novo classification.

Under the first procedure, the person
submits a 510(k) for a device that has
not previously been classified. After
receiving an order from FDA classifying
the device into class III under section
513(f)(1) of the FD&C Act, the person
then requests a classification under
section 513(f)(2).

Under the second procedure, rather
than first submitting a 510(k) and then
a request for classification, if the person
determines that there is no legally
marketed device upon which to base a
determination of substantial
equivalence, that person requests a
classification under section 513(f)(2) of
the FD&C Act.

Under either procedure for De Novo
classification, FDA is required to
classify the device by written order
within 120 days. The classification will
be according to the criteria under
section 513(a)(1) of the FD&C Act (21
U.S.C. 360c(a)(1)). Although the device
was automatically within class III, the
De Novo classification is considered to
be the initial classification of the device.

When FDA classifies a device into
class I or II via the De Novo process, the
device can serve as a predicate for
future devices of that type, including for
510(k)s (see 21 U.S.C. 360c(f)(2)(B)(i)).
As a result, other device sponsors do not
have to submit a De Novo request or
premarket approval application in order
to market a substantially equivalent
device (see 21 U.S.C. 360c(i), defining
“substantial equivalence”). Instead,
sponsors can use the less-burdensome
510(k) process, when necessary, to
market their device.

I1. De Novo Classification

For this device, FDA issued an order
on May 24, 2007, finding the

Mandometer not substantially
equivalent to a predicate not subject to
premarket approval. Thus, the device
remained in class III in accordance with
section 513(f)(1) of the FD&C Act when
we issued the order.

AB Mando submitted a request for De
Novo classification of the Mandometer,
dated June 19, 2007. FDA reviewed the
request in order to classify the device
under the criteria for classification set
forth in section 513(a)(1) of the FD&C
Act.

We classify devices into class II if
general controls by themselves are
insufficient to provide reasonable
assurance of safety and effectiveness,
but there is sufficient information to
establish special controls that, in
combination with the general controls,
provide reasonable assurance of the
safety and effectiveness of the device for
its intended use (see 21 U.S.C.
360c(a)(1)(B)). After review of the
information submitted in the request,
we determined that the device can be
classified into class IT with the
establishment of special controls. FDA
has determined that these special
controls, in addition to the general
controls, will provide reasonable
assurance of the safety and effectiveness
of the device.

Therefore, on March 31, 2011, FDA
issued an order to the requester
classifying the device into class II. In
this final order, FDA is codifying the
classification of the device by adding 21
CFR 882.5060.1 We have named the
generic type of device conditioning tool
for eating disorders, and it is identified
as a prescription device that non-
invasively measures the mass of food
eaten during a meal and provides
feedback in the form of eating rate,
patient satiety, and eating pattern
information to the patient.

FDA has identified the following risks
to health associated specifically with
this type of device and the measures
required to mitigate these risks in table
1.

1FDA notes that the “ACTION” caption for this
final order is styled as “Final amendment; final
order,” rather than “Final order.” Beginning in
December 2019, this editorial change was made to
indicate that the document “amends” the Code of
Federal Regulations. The change was made in
accordance with the Office of Federal Register’s
(OFR) interpretations of the Federal Register Act (44
U.S.C. chapter 15), its implementing regulations (1
CFR 5.9 and parts 21 and 22), and the Document
Drafting Handbook.
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TABLE 1—CONDITIONING TOOL FOR EATING DISORDERS RISKS AND MITIGATION MEASURES

Identified risks

Mitigation measures

Ineffective treatment leading to worsening condition of the patient, pro-
gression of disease, and/or delay of alternative treatments.

Adverse tissue reaction
Electrical shock or burns

and Labeling.

Nonclinical performance testing; Software validation, verification and
hazard analysis; and Labeling.

Biocompatibility evaluation.

Electrical safety testing, Electromagnetic compatibility (EMC) testing,

FDA has determined that special
controls, in combination with the
general controls, address these risks to
health and provide reasonable assurance
of safety and effectiveness. In order for
a device to fall within this classification,
and thus avoid automatic classification
in class III, it would have to comply
with the special controls named in this
final order. The necessary special
controls appear in the regulation
codified by this order. This device is
subject to premarket notification
requirements under section 510(k).

At the time of classification,
conditioning tools for eating disorders
are for prescription use only.
Prescription devices are exempt from
the requirement for adequate directions
for use for the layperson under section
502(f)(1) of the FD&C Act and 21 CFR
801.5, as long as the conditions of 21
CFR 801.109 are met (referring to 21
U.S.C. 352(f)(1)).

III. Analysis of Environmental Impact

The Agency has determined under 21
CFR 25.34(b) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

IV. Paperwork Reduction Act of 1995

This final order establishes special
controls that refer to previously
approved collections of information
found in other FDA regulations and
guidance. These collections of
information are subject to review by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501-3520). The
collections of information in the
guidance document ‘“De Novo
Classification Process (Evaluation of
Automatic Class III Designation)’” have
been approved under OMB control
number 0910-0844; the collections of
information in part 814, subparts A
through E, regarding premarket
approval, have been approved under
OMB control number 0910-0231; the
collections of information in part 807,
subpart E, regarding premarket
notification submissions, have been

approved under OMB control number
0910-0120; and the collections of
information in part 801, regarding
labeling, have been approved under
OMB control number 0910-0485.

List of Subjects in 21 CFR Part 882

Medical devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 882 is
amended as follows:

PART 882—NEUROLOGICAL DEVICES

m 1. The authority citation for part 882
continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360j, 3601, 371.

m 2. Add § 882.5060 to subpart F to read
as follows:

§882.5060 Conditioning tool for eating
disorders.

(a) Identification. A conditioning tool
for eating disorders is a prescription
device that non-invasively measures the
mass of food eaten during a meal and
provides feedback in the form of eating
rate, patient satiety, and eating pattern
information to the patient.

(b) Classification. Class II (special
controls). The special controls for this
device are:

(1) Nonclinical performance testing
must demonstrate:

(i) Device measurement accuracy and
repeatability; and

(i) Device feedback accuracy.

(2) Software verification, validation,
and hazard analysis must be performed.

(3) The patient-contacting
components of the device must be
demonstrated to be biocompatible.

(4) Performance testing must
demonstrate the electromagnetic
compatibility (EMC) and electrical
safety of the device.

(5) Labeling and patient labeling must
be provided which includes the
following:

(i) Information identifying and
explaining how to use the device and its
components; and

(ii) Information on how the device
operates and the typical course of
treatment.

Dated: November 26, 2021.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2021-26176 Filed 12—-1-21; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 888
[Docket No. FDA-2021-N-0648]

Medical Devices; Orthopedic Devices;
Classification of the Intraoperative
Orthopedic Strain Sensor

AGENCY: Food and Drug Administration,
Department of Health and Human
Services (HHS).

ACTION: Final amendment; final order.

SUMMARY: The Food and Drug
Administration (FDA or we) is
classifying the intraoperative orthopedic
strain sensor into class II (special
controls). The special controls that
apply to the device type are identified
in this order and will be part of the
codified language for the intraoperative
orthopedic strain sensor’s classification.
We are taking this action because we
have determined that classifying the
device into class II (special controls)
will provide a reasonable assurance of
safety and effectiveness of the device.
We believe this action will also enhance
patients’ access to beneficial innovative
devices.

DATES: This order is effective December
2, 2021. The classification was
applicable on March 28, 2019.

FOR FURTHER INFORMATION CONTACT:
Colin O’Neill, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 4458, Silver Spring,
MD 20993-0002, 301-796-6428,
Colin.ONeill@fda.hhs.gov.
SUPPLEMENTARY INFORMATION:

I. Background

Upon request, FDA has classified the
intraoperative orthopedic strain sensor
as class II (special controls), which we
have determined will provide a
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reasonable assurance of safety and
effectiveness. In addition, we believe
this action will enhance patients’ access
to beneficial innovation, by placing the
device into a lower device class than the
automatic class III assignment.

The automatic assignment of class III
occurs by operation of law and without
any action by FDA, regardless of the
level of risk posed by the new device.
Any device that was not in commercial
distribution before May 28, 1976, is
automatically classified as, and remains
within, class III and requires premarket
approval unless and until FDA takes an
action to classify or reclassify the device
(see 21 U.S.C. 360c(f)(1)). We refer to
these devices as ‘“postamendments
devices” because they were not in
commercial distribution prior to the
date of enactment of the Medical Device
Amendments of 1976, which amended
the Federal Food, Drug, and Cosmetic
Act (FD&C Act).

FDA may take a variety of actions in
appropriate circumstances to classify or
reclassify a device into class I or II. We
may issue an order finding a new device
to be substantially equivalent under
section 513(i) of the FD&C Act (21
U.S.C. 360c(i)) to a predicate device that
does not require premarket approval.
We determine whether a new device is
substantially equivalent to a predicate
device by means of the procedures for
premarket notification under section
510(k) of the FD&C Act (21 U.S.C.
360(k)) and part 807 (21 CFR part 807).

FDA may also classify a device
through “De Novo” classification, a
common name for the process
authorized under section 513(f)(2) of the
FD&C Act. Section 207 of the Food and
Drug Administration Modernization Act
of 1997 established the first procedure
for De Novo classification (Pub. L. 105—
115). Section 607 of the Food and Drug
Administration Safety and Innovation
Act modified the De Novo application

process by adding a second procedure
(Pub. L. 112-144). A device sponsor
may utilize either procedure for De
Novo classification.

Under the first procedure, the person
submits a 510(k) for a device that has
not previously been classified. After
receiving an order from FDA classifying
the device into class III under section
513(f)(1) of the FD&C Act, the person
then requests a classification under
section 513(f)(2).

Under the second procedure, rather
than first submitting a 510(k) and then
a request for classification, if the person
determines that there is no legally
marketed device upon which to base a
determination of substantial
equivalence, that person requests a
classification under section 513(f)(2) of
the FD&C Act.

Under either procedure for De Novo
classification, FDA is required to
classify the device by written order
within 120 days. The classification will
be according to the criteria under
section 513(a)(1) of the FD&C Act.
Although the device was automatically
placed within class III, the De Novo
classification is considered to be the
initial classification of the device.

When FDA classifies a device into
class I or II via the De Novo process, the
device can serve as a predicate for
future devices of that type, including for
510(k)s (see 21 U.S.C. 360c(f)(2)(B)(i)).
As a result, other device sponsors do not
have to submit a De Novo request or
premarket approval application to
market a substantially equivalent device
(see 21 U.S.C. 360c(i), defining
“substantial equivalence”). Instead,
sponsors can use the less-burdensome
510(k) process, when necessary, to
market their device.

I1. De Novo Classification

On July 19, 2018, Intellirod Spine,
Inc. submitted a request for De Novo

classification of the LOADPRO™
Intraoperative Rod Strain Sensor. FDA
reviewed the request in order to classify
the device under the criteria for
classification set forth in section
513(a)(1) of the FD&C Act.

We classify devices into class IT if
general controls by themselves are
insufficient to provide reasonable
assurance of safety and effectiveness,
but there is sufficient information to
establish special controls that, in
combination with the general controls,
provide reasonable assurance of the
safety and effectiveness of the device for
its intended use (see 21 U.S.C.
360c(a)(1)(B)). After review of the
information submitted in the request,
we determined that the device can be
classified into class II with the
establishment of special controls. FDA
has determined that these special
controls, in addition to the general
controls, will provide reasonable
assurance of the safety and effectiveness
of the device.

Therefore, on March 28, 2019, FDA
issued an order to the requester
classifying the device into class II. In
this final order, FDA is codifying the
classification of the device by adding 21
CFR 888.3090.? We have named the
generic type of device intraoperative
orthopedic strain sensor, and it is
identified as an adjunct tool intended to
measure strain on an orthopedic
implant in the intraoperative setting
only. The device is not intended to
provide diagnostic information or
influence clinical decision making.

FDA has identified the following risks
to health associated specifically with
this type of device and the measures
required to mitigate these risks in table
1.

TABLE 1—INTRAOPERATIVE ORTHOPEDIC STRAIN SENSOR RISKS AND MITIGATION MEASURES

Identified risks

Mitigation measures

Prolonged operative time due to device error or

use error.

Electrical shock or device failure due to inter-

ference from other devices.
Infection
Adverse tissue reaction

analysis; and Labeling.

Biocompatibility evaluation.

Usability testing; Non-clinical performance testing; Software verification, validation, and hazard
Electromagnetic compatibility testing, and Electrical safety testing.

Sterilization validation, Reprocessing validation, Shelf life testing, and Labeling.

FDA has determined that special
controls, in combination with the
general controls, address these risks to

1FDA notes that the “ACTION” caption for this
final order is styled as “Final amendment; final
order,” rather than “Final order.” Beginning in
December 2019, this editorial change was made to

health and provide reasonable assurance
of safety and effectiveness. For a device
to fall within this classification, and

indicate that the document “amends” the Code of
Federal Regulations. The change was made in
accordance with the Office of Federal Register’s
(OFR) interpretations of the Federal Register Act (44

thus avoid automatic classification in
class III, it would have to comply with
the special controls named in this final

U.S.C. chapter 15), its implementing regulations (1
CFR 5.9 and parts 21 and 22), and the Document
Drafting Handbook.
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order. The necessary special controls
appear in the regulation codified by this
order. This device is subject to
premarket notification requirements
under section 510(k) of the FD&C Act.

III. Analysis of Environmental Impact

The Agency has determined under 21
CFR 25.34(b) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

IV. Paperwork Reduction Act of 1995

This final order establishes special
controls that refer to previously
approved collections of information
found in other FDA regulations and
guidance. These collections of
information are subject to review by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501-3521). The
collections of information in the
guidance document ‘“De Novo
Classification Process (Evaluation of
Automatic Class III Designation)” have
been approved under OMB control
number 0910-0844; the collections of
information in 21 CFR part 814,
subparts A through E, regarding
premarket approval, have been
approved under OMB control number
0910-0231; the collections of
information in part 807, subpart E,
regarding premarket notification
submissions, have been approved under
OMB control number 0910-0120; the
collections of information in 21 CFR
part 820, regarding quality system
regulation, have been approved under
OMB control number 0910-0073; and
the collections of information in 21 CFR
part 801, regarding labeling, have been
approved under OMB control number
0910-0485.

List of Subjects in 21 CFR Part 888

Medical devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 888 is
amended as follows:

PART 888—ORTHOPEDIC DEVICES

m 1. The authority citation for part 888
continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360j, 3601, 371.

m 2. Add § 888.3090 to subpart D to read
as follows:

§888.3090
sensor.

Intraoperative orthopedic strain

(a) Identification. A strain sensor
device is an adjunct tool intended to
measure strain on an orthopedic
implant in the intraoperative setting
only. The device is not intended to
provide diagnostic information or
influence clinical decision making.

(b) Classification. Class II (special
controls). The special controls for this
device are:

(1) Non-clinical performance testing
must demonstrate that the device
performs as intended under anticipated
conditions of use. The following
performance testing must be conducted:

(i) Mechanical testing to evaluate the
effect of the device on the mechanical
performance of the implant and to
characterize the mechanical limits of the
components used with the implant; and

(ii) Accuracy and repeatability testing
of strain measurements.

(2) Usability testing must evaluate the
effect of the device on the performance
of the surgical procedure.

(3) The patient-contacting
components of the device must be
demonstrated to be biocompatible.

(4) Performance testing must support
the sterility and shelf life of the patient-
contacting components of the device.

(5) Software verification, validation,
and hazard analysis must be performed.

(6) Performance data must validate
the reprocessing instructions for
reusable components of the device.

(7) Performance data must be
provided to demonstrate the
electromagnetic compatibility (EMC)
and electrical safety of the device.

(8) Labeling must include the
following:

(1) A shelf life;

(ii) Instructions for use;

(iii) Reprocessing instructions for any
reusable components; and

(iv) A statement that the device is not
intended to provide diagnostic
information or influence clinical
decision making.

Dated: November 29, 2021.

Lauren K. Roth,

Associate Commissioner for Policy.

[FR Doc. 2021-26183 Filed 12—1-21; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100
[Docket No. USCG-2021-0879]

Special Local Regulations; Charleston
Parade of Boats, Charleston, SC

AGENCY: Coast Guard, DHS.

ACTION: Notification of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the special local regulation for the
Charleston Parade of Boats on December
11, 2021. This action is necessary to
ensure safety of life on navigable waters
of the United States during the
Charleston Parade of Boats. During the
enforcement period, no person or vessel
may enter, transit through, anchor in, or
remain within the designated area
unless authorized by the Captain of the
Port Charleston (COTP) or a designated
representative.

DATES: The regulations in 33 CFR
100.704, Table 1 to § 100.704, Item No.
10, will be enforced from 4:00 p.m. until
8:30 p.m. on December 11, 2021.

FOR FURTHER INFORMATION CONTACT: If
you have questions about this notice of
enforcement, call or email LCDR Chad
Ray, Sector Charleston Office of
Waterways Management, Coast Guard;
telephone (843) 740-3184, email
Chad.L.Ray@uscg.mil.

SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the special local
regulation in 33 CFR 100.704, Item No.
10, for the Charleston Parade of Boats
from 4:00 p.m. through 8:30 p.m. on
December 11, 2021. This action is being
taken to provide for the safety of life on
navigable waterways during this event.
Our regulation for marine events within
the Seventh Coast Guard District
§100.704, Item No. 10, specifies the
location of the regulated area for the
Charleston Parade of Boats, which
encompasses a portion of the waterways
during the parade transit from
Charleston Harbor Anchorage A through
Shutes Folly, Bennis Reach, Horse
Reach, Hog Island Reach, Town Creek
Lower Reach, Ashley River, and
finishing at City Marina. During the
enforcement period, if you are the
operator of a vessel in the regulated area
you must comply with directions from
the Patrol Commander or any Official
Patrol displaying a Coast Guard ensign.
In addition to this notice of
enforcement in the Federal Register, the
Coast Guard plans to provide
notification of this enforcement period
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via the Local Notice to Mariners,

Broadcast Notice to Mariners, and on-

scene designated representatives.
Dated: November 23, 2021.

J.D. Cole,

Captain, U.S. Coast Guard, Captain of the
Port Charleston.

[FR Doc. 2021-26202 Filed 12—1-21; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2021-0875]
RIN 1625-AA00

Safety Zone; Fireworks Display,
Columbia River, Richland, WA

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone for
all navigable waters within a 600-foot
radius of a fireworks display on the
Columbia River for the City of Richland
Christmas Fireworks Display in
Richland, WA. This action is necessary
to provide for the safety of life on these
navigable waters during the fireworks
display. Entry of vessels or persons,
transiting though, mooring, or anchoring
within the safety zone is prohibited
unless authorized by the Captain of the
Port Sector Columbia River or a
designated representative.

DATES: This rule is effective from 7:30
p.m. through 9 p.m. on December 3,
2021, and from 7:30 p.m. through 9 p.m.
on December 4, 2021.

ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG-2021—
0875 in the search box and click
“Search.” Next, in the Document Type
column, select “Supporting & Related
Material.”

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email LCDR Sean Morrison, Waterways
Management Division, Marine Safety
Unit Portland, Coast Guard; telephone
503-240-9319, email D13-SMB-
MSUPortlandWWM@uscg.mil.

SUPPLEMENTARY INFORMATION:
1. Table of Abbreviations

CFR Code of Federal Regulations

DHS Department of Homeland Security
FR Federal Register

NPRM Notice of proposed rulemaking

§ Section
U.S.C. United States Code

II. Background Information and
Regulatory History

The Coast Guard is issuing this
temporary rule without prior notice and
opportunity to comment pursuant to
authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because it is
impracticable. The City of Richland did
not alert the Coast Guard of the
fireworks display and the associated
safety hazards until November 9, 2021.
We must establish this safety zone on
December 3, 2021 and lack sufficient
time to provide a reasonable comment
period and then consider those
comments before issuing the rule.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying the effective date of
this rule would be contrary to the public
interest because an urgent action is
needed to respond to the safety hazards
associated with the planned fireworks
display on December 3 and 4, 2021.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 46 U.S.C. 70034
(previously 33 U.S.C. 1231). The
Captain of the Port Sector Columbia
River has determined that potential
hazards associated with the fireworks
display on December 3, 2021 and
December 4, 2021, will be a safety
concern for anyone within a 600-foot
radius of the fireworks display. This
rule is needed to protect personnel,
vessels, and the marine environment in
the navigable waters within the safety
zone while the fireworks display is
taking place.

IV. Discussion of the Rule

This rule establishes a safety zone for
the City of Richland Christmas
Fireworks Display from 07:30 p.m.
through 09 p.m. on December 3, 2021
and from 07:30 p.m. through 09 p.m. on
December 4, 2021. The Safety Zone will
cover all navigable waters within 600-
feet of the pier located on the Columbia
River near Howard Amon Park
Waterfront on 80 Lee Boulevard,

Richland, WA 99352 at approximate
location 46°16°29” N; 119°16"10” W. W.
The duration of the zone is intended to
protect personnel, vessels, and the
marine environment in these navigable
waters while the fireworks display is
taking place. No vessel or person will be
permitted to enter the safety zone
without obtaining permission from the
COTP or a designated representative. A
designated representative is a
commissioned, warrant, or petty officer
of the U.S. Coast Guard assigned to
units under the operational control of
the U.S. Coast Guard Sector Columbia
River.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
Executive orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes and
Executive orders, and we discuss First
Amendment rights of protestors.

A. Regulatory Planning and Review

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits.
This rule has not been designated a
“significant regulatory action,” under
Executive Order 12866. Accordingly,
this rule has not been reviewed by the
Office of Management and Budget
(OMB).

This regulatory action determination
is based on size, location, duration, and
time-of-day of the safety zone. Vessel
traffic will be able to safetly transit
around this safety zone which would
impact a small designated area on the
Columbia River for 1.5 hours during two
consecutive evenings, when vessel
traffic is normally low. Moreover the
rule allows vessels to seek permission to
enter the zone.

B. Impact on Small Entities

The Regulatory Flexibility Act of
1980, 5 U.S.C. 601-612, as amended,
requires Federal agencies to consider
the potential impact of regulations on
small entities during rulemaking. The
term ‘“‘small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.

While some owners or operators of
vessels intending to transit the safety


mailto:D13-SMB-MSUPortlandWWM@uscg.mil
mailto:D13-SMB-MSUPortlandWWM@uscg.mil
https://www.regulations.gov
https://www.regulations.gov

Federal Register/Vol. 86, No. 229/ Thursday, December 2, 2021/Rules and Regulations

68407

zone may be small entities, for the
reasons stated in section V.A above, this
rule will not have a significant
economic impact on any vessel owner
or operator.

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please call or email the
person listed in the FOR FURTHER
INFORMATION CONTACT section.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG—FAIR (1-888-734—-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

C. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

D. Federalism and Indian Tribal
Governments

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the National Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
have determined that it is consistent
with the fundamental federalism
principles and preemption requirements
described in Executive Order 13132.

Also, this rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

E. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

F. Environment

We have analyzed this rule under
Department of Homeland Security
Directive 023-01, Rev. 1, associated
implementing instructions, and
Environmental Planning COMDTINST
5090.1 (series), which guide the Coast
Guard in complying with the National
Environmental Policy Act of 1969 (42
U.S.C. 4321-4370f1), and have
determined that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves a safety
zone lasting only 1.5 hours that will
prohibit entry within 600 feet of a
fireworks display. It is categorically
excluded from further review under
paragraph L60(a) of Appendix A, Table
1 of DHS Instruction Manual 023-01—
001-01, Rev. 1. A Record of
Environmental Consideration
supporting this determination is
available in the docket. For instructions
on locating the docket, see the
ADDRESSES section of this preamble.

G. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to call or email the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard is amending
33 CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 46 U.S.C. 70034, 70051; 33 CFR
1.05-1, 6.04—1, 6.04—6, and 160.5;
Department of Homeland Security Delegation
No. 0170.1, Revision No. 01.2.

m 2. Add § 165.T13-0875 to read as
follows:

§165.T13-0875 Safety Zone; Fireworks
Display, Columbia River, Richland, WA.

(a) Location. The following area is a
safety zone: All navigable waters of the
Columbia River, surface to bottom, 600
feet from the fireworks display site at
approximately 46°16’29” N; 119°16"10”
W. These coordinates are based on the
pier located on the Columbia River near
Howard Amon Park Waterfront on 80
Lee Boulevard, Richland, WA 99352.

(b) Definitions. As used in this
section, a designated representative
means a designated representative is a
commissioned, warrant, or petty officer
of the U.S. Coast Guard assigned to
units under the operational control of
the U.S. Coast Guard Sector Columbia
River.

(c) Regulations. (1) Under the general
safety zone regulations in subpart C of
this part, you may not enter the safety
zone described in paragraph (a) of this
section unless authorized by the Captain
of the Port Sector Columbia River
(COTP) or the COTP’s designated
representative.

(2) To seek permission to enter,
contact the COTP or the COTP’s
representative by calling (503) 209-2468
or the Sector Columbia River Command
Center on Channel 16 VHF-FM. Those
in the safety zone must comply with all
lawful orders or directions given to
them by the COTP or the COTP’s
designated representative.

(d) Enforcement period. This section
will be enforced from 7:30 p.m. through
9 p.m. on December 3, 2021, and from
7:30 p.m. through 9 p.m. on December
4, 2021.

Dated: November 23, 2021.
M.S. Jackson,

Captain, U.S. Coast Guard, Captain of the
Port Sector Columbia River.

[FR Doc. 2021-26158 Filed 12—1-21; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard
33 CFR Part 165

[Docket Number USCG-2021-0891]
RIN 1625-AA00

Safety Zone; Haro Strait, San Juan
County, WA

AGENCY: Coast Guard, DHS.
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ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary moving safety
zone for navigable waters within a 500-
yard radius around the ZIM KINGSTON.
The safety zone is needed to protect
personnel, vessels, and the marine
environment from the potential hazards
associated with the vessel transit. Entry
of vessels or persons into this zone is
prohibited unless specifically
authorized by the Captain of the Port
Sector Puget Sound.

DATES: This rule is effective without
actual notice from December 2, 2021
through 9 a.m. on December 6, 2021. For
purposes of enforcement, actual notice
will be used from 10 a.m. on November
24, 2021 until December 2, 2021.
ADDRESSES: To view documents
mentioned in this preamble as being
available in the docket, go to https://
www.regulations.gov, type USCG-2021—
0891 in the “SEARCH” box and click
“SEARCH.” Click on Open Docket
Folder on the line associated with this
rule.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
email Lieutenant Peter McAndrew,
Sector Puget Sound Waterways
Management Division, U.S. Coast
Guard; telephone 206—217-6045, email
SectorPugetSoundWWM®@uscg.mil.
SUPPLEMENTARY INFORMATION:

1. Table of Abbreviations

CFR Code of Federal Regulations

COTP Captain of the Port

DHS Department of Homeland Security
FR Federal Register

NPRM Notice of proposed rulemaking
§ Section

U.S.C. United States Code

II. Background Information and
Regulatory History

The Coast Guard is issuing this
temporary rule without prior notice and
opportunity to comment pursuant to
authority under section 4(a) of the
Administrative Procedure Act (APA) (5
U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule, as the Coast
Guard received initial notification on
October 31, 2021 of an anticipated
vessel transit from Victoria, BC to
Vancouver, BC through US Waters by
the ZIM KINGSTON. On or around

October 21, 2021, the ZIM KINGSTON
lost containers overboard and two
containers subsequently caught on fire
and may contain toxic flammable gas or
other hazardous materials. Immediate
action is needed to respond to the
potential safety hazards associated with
the ZIM KINGSTON’s transit. It is
impracticable to publish an NPRM for
this temporary rule because the safety
zone must be established by November
24, 2021 to protect waterway users.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying the effective date of
this rule would be impracticable
because immediate action is needed to
protect personnel, vessels, and the
marine environment from the potential
hazards associated with the vessel
transit of the ZIM KINGSTON.

III. Legal Authority and Need for Rule

The Coast Guard is issuing this rule
under authority in 46 U.S.C. 70034
(previously 33 U.S.C. 1231). The
Captain of the Port (COTP) Puget Sound
has determined that potential hazards
associated with the transit of the ZIM
KINGSTON will be a safety concern for
anyone within a 500-yard radius of the
vessel. This rule is needed to protect
personnel, vessels, and the marine
environment in the navigable waters
within the safety zone during the
transit.

IV. Discussion of the Rule

This rule establishes a safety zone
from 10 a.m. November 24, 2021
through 9 a.m. December 6, 2021. The
safety zone will cover all navigable
waters within 500 yards of the ZIM
KINGSTON. The duration of the zone is
intended to protect personnel, vessels,
and the marine environment in these
navigable waters while the vessel is in
transit. No vessel or person will be
permitted to enter the safety zone
without obtaining permission from the
COTP or a designated representative.

V. Regulatory Analyses

We developed this rule after
considering numerous statutes and
Executive orders related to rulemaking.
Below we summarize our analyses
based on a number of these statutes and
Executive orders, and we discuss First
Amendment rights of protestors.

A. Regulatory Planning and Review

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory

approaches that maximize net benefits.
This rule has not been designated a
“significant regulatory action,” under
Executive Order 12866. Accordingly,
this rule has not been reviewed by the
Office of Management and Budget
(OMB).

This regulatory action determination
is based on the fact that the safety zone
created by this rule is limited in size
and duration. Vessel traffic would be
able to safely transit around this safety
zone. Moreover, the Coast Guard would
issue a Broadcast Notice to Mariners via
VHF-FM marine channel 16 about the
zone, and the rule would allow vessels
to seek permission to enter the zone.

B. Impact on Small Entities

The Regulatory Flexibility Act of
1980, 5 U.S.C. 601-612, as amended,
requires Federal agencies to consider
the potential impact of regulations on
small entities during rulemaking. The
term ‘‘small entities”” comprises small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and governmental jurisdictions
with populations of less than 50,000.
The Coast Guard certifies under 5 U.S.C.
605(b) that this rule will not have a
significant economic impact on a
substantial number of small entities.

While some owners or operators of
vessels intending to transit the safety
zone may be small entities, for the
reasons stated in section V.A above, this
rule will not have a significant
economic impact on any vessel owner
or operator.

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we want to assist small entities in
understanding this rule. If the rule
would affect your small business,
organization, or governmental
jurisdiction and you have questions
concerning its provisions or options for
compliance, please call or email the
person listed in the FOR FURTHER
INFORMATION CONTACT section.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG—FAIR (1-888-734—-3247). The
Coast Guard will not retaliate against
small entities that question or complain
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about this rule or any policy or action
of the Coast Guard.

C. Collection of Information

This rule will not call for a new
collection of information under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

D. Federalism and Indian Tribal
Governments

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on the States, on the relationship
between the National Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. We have
analyzed this rule under that Order and
have determined that it is consistent
with the fundamental federalism
principles and preemption requirements
described in Executive Order 13132.

Also, this rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

E. Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

F. Environment

We have analyzed this rule under
Department of Homeland Security
Directive 023-01, Rev. 1, associated
implementing instructions, and
Environmental Planning COMDTINST
5090.1 (series), which guide the Coast
Guard in complying with the National
Environmental Policy Act of 1969 (42
U.S.C. 4321-4370f), and have
determined that this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule involves a safety
zone for navigable waters within a 500-
yard radius around the ZIM KINGSTON
between 10 a.m. November 24, 2021

through 9 a.m. December 6, 2021. The
safety zone is needed to protect
personnel, vessels, and the marine
environment from the potential hazards
associated with the vessel transit. It is
categorically excluded from further
review under paragraph L[60] of
Appendix A, Table 1 of DHS Instruction
Manual 023-01-001-01, Rev. 1.

G. Protest Activities

The Coast Guard respects the First
Amendment rights of protesters.
Protesters are asked to call or email the
person listed in the FOR FURTHER
INFORMATION CONTACT section to
coordinate protest activities so that your
message can be received without
jeopardizing the safety or security of
people, places or vessels.

List of Subjects in 33 CFR Part 165

Harbors, Marine Safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 46 U.S.C. 70034, 70051; 33 CFR
1.05-1, 6.04—1, 6.04—6, and 160.5;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Add § 165.T13-0891 to read as
follows:

§165.T13-0891 Safety Zone; Haro Strait,
San Juan County, WA.

(a) Location. The following area is a
moving safety zone: All navigable
waters within a 500-yard radius around
the ZIM KINGSTON.

(b) Definitions. As used in this
section, designated representative
means a Coast Guard Patrol
Commander, including a Coast Guard
coxswain, petty officer, or other officer
operating a Coast Guard vessel and a
Federal, State, and local officer
designated by or assisting the Captain of
the Port Puget Sound (COTP) in the
enforcement of the safety zone.

(c) Regulations. (1) Under the general
safety zone regulations in subpart C of
this part, you may not enter the safety
zone described in paragraph (a) of this
section unless authorized by the COTP
or the COTP’s designated representative.

(2) To seek permission to enter,
contact the COTP or the COTP’s
representative by VHF Channel 16.
Those in the safety zone must comply
with all lawful orders or directions

given to them by the COTP or the
COTP’s designated representative.

(d) Enforcement period. This rule will
be enforced from 10 a.m. November 24,
2021, through 9 a.m. December 6, 2021.

Dated: November 24, 2021.

C.R. Cederholm,

Captain, U.S. Coast Guard, Acting, Captain
of the Port Puget Sound.

[FR Doc. 2021-26157 Filed 12—1-21; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 3
RIN 2900-AR40

Awards Under the Nehmer Court
Orders for Disability or Death Caused
by a Condition Presumptively
Associated With Herbicide Exposure;
Implementing Court Order.

AGENCY: Department of Veterans Affairs.
ACTION: Final rule.

SUMMARY: The Department of Veterans
Affairs (VA) is issuing this final rule to
amend its regulation regarding the
process for identifying and paying
appropriate payees entitled to
retroactive benefits. This amendment is
necessary to implement a federal district
court order directing the VA to remove
certain regulatory text concerning
subsequent release of compensation to a
payee when the full amount of unpaid
benefits has previously been released.
DATES:

Effective date: This final rule is
effective December 2, 2021.

Applicability date: The provisions of
this final rule shall apply to
circumstances in which VA has
received information about a newly
identified and eligible payee (hereafter
“new payee’”’) who has yet to receive the
Nehmer-related benefits to which the
new payee is entitled.
FOR FURTHER INFORMATION CONTACT:
Christopher O. Adeloye, Staff Attorney,
Benefits Law Group, Office of General
Counsel (022), 810 Vermont Avenue
NW, Washington, DC 20420, (202) 461—
7662. (This is not a toll-free telephone
number.)
SUPPLEMENTARY INFORMATION:

I. Background and Basis for Revision of
Regulation

In 1991, as part of the Nehmer
litigation (Nehmer v. U.S. Department of
Veterans Affairs, 712 F.Supp. 1404
(N.D. Cal. May 3, 1989)) before the U.S.
District Court for the Northern District
of California, the parties entered into a
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consent decree that required VA to
readjudicate claims filed by a specific
class of veterans who served in the
Republic of Vietnam. In the event that
VA’s readjudication of a veteran’s claim
was favorable, VA would make payment
of any past-due benefits to the veteran.
However, as clarified by a subsequent
court order, if VA’s readjudication of a
veteran’s claim was favorable but the
veteran was deceased, VA would pay
the full amount of any past-due benefits
to the first individual or entity listed, in
this order: (1) The veteran’s spouse; (2)
the veteran’s children in equal shares;
(3) the veteran’s parents in equal shares;
and (4) the veteran’s estate.

On September 17, 2021, the plaintiffs
in Nehmer filed a motion with the
district court in which they sought to
enforce the consent decree. As part of
their motion, the plaintiffs requested
that the court issue an order requiring
VA to rescind the last sentence in
section 3.816(f)(3): “If, following such
efforts, VA releases the full amount of
unpaid benefits to a payee, VA may not
thereafter pay any portion of such
benefits to any other individual, unless
VA is able to recover the payment
previously released.”

On November 10, 2021, the court
issued an order (Nehmerv. U.S.
Department of Veterans Affairs, No.
C86—06160 WHA, USDC N. District
California, November 10, 2021) vacating
the final sentence of section 3.816(f)(3),
directing VA to issue a rule rescinding
that sentence, and requiring VA to
publish that rule in the Federal
Register. Consistent with that order, VA
is issuing this rulemaking to remove the
final sentence from section 3.816(f)(3).

Administrative Procedure Act

The Secretary of Veterans Affairs
finds that there is good cause under the
provisions of 5 U.S.C. 553(b)(B) and
(d)(3) to publish this rule without prior
opportunity for public comment and
with an immediate effective date. The
good cause exception allows an agency
to forego public notice and comment
where it would be “impracticable,
unnecessary, or contrary to the public
interest.” See 5 U.S.C. 553(b)(B).
Similarly, under 5 U.S.C. 553(d)(3), an
agency may forego the requirement for
a delayed effective date ‘“‘for good cause
found and published with the rule.”
This amendment to section 3.816(f)(3) is
ministerial in that it simply implements
the court’s November 10, 2021, order.
Furthermore, delay in publication of
this notice could lead to confusion
among the public, particularly among
new payees who may otherwise lack
notice that the final sentence in section
3.816(f)(3) has been vacated. As the

court noted in its order, this presents a
““serious risk” to certain payees who
may otherwise believe they are not
entitled to their share of a Nehmer
award. For these reasons, notice and
comment and a delayed effective date
are unnecessary, impracticable, and
contrary to the public interest, and,
consequently, VA has good cause under
the Administrative Procedure Act to
publish this rule without prior
opportunity for public comment and
with an immediate effective date.

Executive Orders 12866 and 13563

Executive Orders 12866 and 13563
direct agencies to assess the costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, and other advantages;
distributive impacts; and equity).
Executive Order 13563 (Improving
Regulation and Regulatory Review)
emphasizes the importance of
quantifying both costs and benefits,
reducing costs, harmonizing rules, and
promoting flexibility. The Office of
Information and Regulatory Affairs has
determined that this rule is not a
significant regulatory action under
Executive Order 12866. The Regulatory
Impact Analysis associated with this
rulemaking can be found as a
supporting document at
www.regulations.gov.

Regulatory Flexibility Act

The Regulatory Flexibility Act, 5
U.S.C. 601-612, is not applicable to this
rulemaking because notice of proposed
rulemaking is not required. 5 U.S.C.
601(2), 603(a), 604(a).

Unfunded Mandates

The Unfunded Mandates Reform Act
of 1995 requires, at 2 U.S.C. 1532, that
agencies prepare an assessment of
anticipated costs and benefits before
issuing any rule that may result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
(adjusted annually for inflation) in any
one year. This final rule would have no
such effect on State, local, and tribal
governments, or on the private sector.

Paperwork Reduction Act

This final rule contains no provisions
constituting a collection of information
under the Paperwork Reduction Act of
1995 (44 U.S.C. 3501-3521).

Assistance Listing

The Assistance Listing program
numbers and titles for this rule are
64.104 Pension for Non-Service-
Connected Disability for Veterans;
64.105 Pension to Veterans Surviving
Spouses, and Children; 64.109 Veterans
Compensation for Service-Connected
Disability; 64.110 Veterans Dependency
and Indemnity Compensation for
Service-Connected Death.

Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), the Office of
Information and Regulatory Affairs
designated this rule as not a major rule,
as defined by 5 U.S.C. 804(2).

List of Subjects in 38 CFR Part 3

Administrative practice and
procedure, Claims, Disability benefits,
Veterans.

Signing Authority

Denis McDonough, Secretary of
Veterans Affairs, approved this
document on November 24, 2021, and
authorized the undersigned to sign and
submit the document to the Office of the
Federal Register for publication
electronically as an official document of
the Department of Veterans Affairs.

Jeffrey M. Martin,

Assistant Director, Office of Regulation Policy
& Management, Office of General Counsel,
Department of Veterans Affairs.

For the reasons set forth in the
preamble, 38 CFR part 3 is amended as
follows:

PART 3—ADJUDICATION

Subpart A—Special Benefits

m 1. The authority citation for part 3,
subpart A continues to read as follows:

Authority: 38 U.S.C. 501.
§3.816 [Amended]

m 2. Amend § 3.816 by removing the last
sentence in paragraph (f)(3).

[FR Doc. 2021-26084 Filed 12-1-21; 8:45 am]
BILLING CODE 8320-01-P
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R04-OAR-2021-0354; FRL-8958-02—
R4]

Air Plan Approval; North Carolina;
Mecklenburg Air Quality Permit Rules
Revisions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is approving a State
Implementation Plan (SIP) revision to
the Mecklenburg County portion of the
North Carolina SIP, hereinafter referred
to as the Mecklenburg Local
Implementation Plan (LIP). The revision
was submitted by the State of North
Carolina, through the North Carolina
Division of Air Quality (NCDAQ), on
behalf of Mecklenburg County Air
Quality (MCAQ) via a letter dated April
24, 2020, and was received by EPA on
June 19, 2020. The revision updates
several Mecklenburg County Air
Pollution Control Ordinance (MCAPCO)
rules incorporated into the LIP and adds
several rules. EPA is approving these
changes pursuant to the Clean Air Act
(CAA or Act).

DATES: This rule is effective January 3,
2022.

ADDRESSES: EPA has established a
docket for this action under Docket
Identification No. EPA-R04-OAR-
2021-0354. All documents in the docket
are listed on the www.regulations.gov
website. Although listed in the index,
some information may not be publicly
available, i.e., Confidential Business
Information or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically through
www.regulations.gov or in hard copy at
the Air Regulatory Management Section,
Air Planning and Implementation
Branch, Air and Radiation Division,
U.S. Environmental Protection Agency,
Region 4, 61 Forsyth Street SW, Atlanta,
Georgia 30303—8960. EPA requests that
if at all possible, you contact the person
listed in the FOR FURTHER INFORMATION
CONTACT section to schedule your
inspection. The Regional Office’s
official hours of business are Monday
through Friday 8:30 a.m. to 4:30 p.m.,
excluding Federal holidays.

FOR FURTHER INFORMATION CONTACT:
Evan Adams, Air Regulatory

Management Section, Air Planning and
Implementation Branch, Air and
Radiation Division, U.S. Environmental
Protection Agency, Region 4, 61 Forsyth
Street SW, Atlanta, Georgia 30303—8960.
The telephone number is (404) 562—
9009. Mr. Adams can also be reached
via electronic mail at adams.evan@
epa.gov.

SUPPLEMENTARY INFORMATION:

I. Background and Overview

In a notice of proposed rulemaking
(NPRM) published on September 17,
2021 (86 FR 51848), EPA proposed to
approve changes to several rules in the
Mecklenburg County LIP. The April 24,
2020, submittal includes changes and
updates to the following rules to more
closely align them with their analog SIP-
approved North Carolina regulations.?
The January 21, 2016, changes from
MCAQ include updates to MCAPCO
Rule 1.5214—Commencement of
Operation; and the January 14, 2019,
changes from MCAQ include updates to
MCAPCO Rules 1.5212—Applications;
1.5213—Action on Application;
Issuance of Permit; 1.5215—Application
Processing Schedule; 1.5219—Retention
of Permit at Permitted Facility; 1.5221—
Permitting of Numerous Similar
Facilities; 1.5222—Permitting of
Facilities at Multiple Temporary Sites;
and 1.5232—Issuance, Revocation, and
Enforcement of Permits.?2 Additionally,
the January 14, 2019, portion of the
revision requests approval of MCAPCO

Rules 1.5217—Confidential Information;

1.5218—Compliance Schedule for
Previously Exempted Activities; and
1.5220—Applicability Determinations.3
The submittal also asks EPA to
reincorporate the following rules into
the LIP with a new effective date:
MCAPCO Rules 1.5301, Special
Enforcement Procedures; 1.5302,
Criminal Penalties; 1.5303, Civil
Injunction; 1.5304, Civil Penalties;
1.5306, Hearings; 1.5307, Judicial
Review; 2.0301, Purpose; and 2.0305,
Emission Reduction Plant: Alert Level.
The text of these rules has not changed.
The September 17, 2021, NPRM
provides detail regarding the
background and rationale for EPA’s
action. Comments were due on or before
October 18, 2021, and EPA received

1EPA notes that the April 24, 2020, submittal was
received by EPA on June 19, 2020.

2The April 24, 2020, revision contains changes to
other Mecklenburg LIP-approved rules that are not
addressed in this notice. EPA will be acting on
those rules in separate actions.

3MCAPCO Rules 1.5217—Confidential
Information; 1.5218—Compliance Schedule for
Previously Exempted Activities; and 1.5220—
Applicability Determinations were erroneously
included in the table at 40 CFR 52.1770(c).

three comment submittals. Two
submittals are from one individual
(hereinafter the “Commenter”’), are
similar in nature, and are addressed
below. The third submittal simply
thanked EPA. These comments are
available in the docket for this action.

Comment: The Commenter is
disappointed that the majority of the
MCAPCO rules have not been updated
by EPA, NCDAQ, or MCAQ since 2003
and notes that recent discoveries have
been made regarding the detrimental
effects of air pollution in urban areas
such as Mecklenburg County. The
Commenter is pleased that changes are
being made to the MCAPCO rules and
states that continuously reviewing and
updating air pollution regulations in
Mecklenburg County is vital to the
public health and wellbeing of local
residents.

Response: EPA does not have the
authority to modify Mecklenburg
County’s air quality rules. However, the
County has updated a number of its
MCAPCO rules since 2003 and
submitted many of these updates to EPA
for incorporation into the LIP through
the State’s April 24, 2020 SIP revision.
In this rulemaking, EPA is acting solely
to incorporate the rules identified
earlier in this section and discussed in
the NPRM. The Agency will address the
remainder of the rules contained in the
SIP revision in separate actions.

The CAA establishes a system of
cooperative federalism that sets specific
roles for EPA and the states. In this
system, EPA provides national
leadership and sets national standards
for environmental protection such as the
National Ambient Air Quality Standards
(NAAQS).4 Pursuant to CAA sections
108 and 109, EPA must thoroughly
review each NAAQS every five years to
account for the latest scientific
knowledge regarding the effects of the
air pollutant on public health and
welfare.> EPA solicits public comment
as part of each five-year review and
invites the Commenter to share recent
scientific discoveries regarding air
pollution during those comment
periods.

While EPA sets the NAAQS, states
play a primary role in implementation.
Under CAA section 110, states have
broad discretion to choose the mix of
emission limitations and other control
measures, means, or techniques that
they will implement (or update) through

4 See https://www.epa.gov/criteria-air-pollutants/
naags-table for information regarding the current
NAAQS.

5 See https://www.epa.gov/criteria-air-pollutants/
process-reviewing-national-ambient-air-quality-
standards for information regarding EPA’s five-year
NAAQS review process.


https://www.epa.gov/criteria-air-pollutants/naaqs-table
https://www.epa.gov/criteria-air-pollutants/naaqs-table
http://www.regulations.gov
http://www.regulations.gov
mailto:adams.evan@epa.gov
mailto:adams.evan@epa.gov
https://www.epa.gov/criteria-air-pollutants/process-reviewing-national-ambient-air-quality-standards
https://www.epa.gov/criteria-air-pollutants/process-reviewing-national-ambient-air-quality-standards
https://www.epa.gov/criteria-air-pollutants/process-reviewing-national-ambient-air-quality-standards
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a SIP to provide for attainment and
maintenance of the NAAQS. EPA’s role,
with respect to a SIP revision, is focused
on reviewing the submission to
determine whether it meets the
minimum criteria of the CAA. Where it
does, EPA must approve the
submission. When approving a SIP
revision, the Agency is not establishing
its own requirements for the state to
implement. If, at any time, EPA finds
that a SIP is inadequate to attain or
maintain the relevant NAAQS or
otherwise does not comply with the
CAA, EPA has the authority under CAA
section 110(k)(5) to require the state to
revise its SIP to correct such
inadequacies.

EPA agrees that air pollution is
detrimental to human health and
welfare and appreciates the
Commenter’s support for this action.

II. Incorporation by Reference

In this document, EPA is finalizing
regulatory text that includes
incorporation by reference. In
accordance with requirements of 1 CFR
51.5, EPA is finalizing the incorporation
by reference of MCAPCO Rule 1.5214—
Commencement of Operation, which
has an effective date of December 15,
2015; and Rules 1.5212—Applications;
1.5213—Action on Application;
Issuance of Permit; 1.5215—Application
Processing Schedule; 1.5217—
Confidential Information; 1.5218—
Compliance Schedule for Previously
Exempted Activities; 1.5219—Retention
of Permit at Permitted Facility; 1.5220—
Applicability Determinations; 1.5221—
Permitting of Numerous Similar
Facilities; 1.5222—Permitting of
Facilities at Multiple Temporary Sites;
and 1.5232—Issuance, Revocation, and
Enforcement of Permits, all of which
have an effective date of December 18,
2018, into the Mecklenburg County
portion of the North Carolina SIP.

EPA has made and will continue to
make these materials generally available
through www.regulations.gov and at the
EPA Region 4 Office (please contact the
person identified in the FOR FURTHER
INFORMATION CONTACT section of this
preamble for more information).
Therefore, these materials have been
approved by EPA for inclusion in the
SIP, have been incorporated by
reference by EPA into that plan, are
fully federally enforceable under
sections 110 and 113 of the CAA as of
the effective date of the final rulemaking
of EPA’s approval, and will be
incorporated by reference in the next
update to the SIP compilation.®

6 See 62 FR 27968 (May 22, 1997).

I1I. Final Action

EPA is finalizing approval of changes
to LIP-approved MCAPCO Rules
1.5212—Applications; 1.5213—Action
on Application; Issuance of Permit;
1.5214—Commencement of Operation;
1.5215—Application Processing
Schedule; 1.5219—Retention of Permit
at Permitted Facility; 1.5221—
Permitting of Numerous Similar
Facilities; 1.5222—Permitting of
Facilities at Multiple Temporary Sites;
and 1.5232—Issuance, Revocation, and
Enforcement of Permits. Additionally,
EPA is proposing to approve MCAPCO

Rules 1.5217—Confidential Information;

1.5218—Compliance Schedule for
Previously Exempted Activities; and
1.5220—Applicability Determinations
into the LIP. EPA is taking final action
to approve these changes to the LIP
because they are consistent with the
CAA.

IV. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable Federal regulations.
See 42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided they meet the criteria of the
CAA. This action merely approves state
law as meeting Federal requirements
and does not impose additional
requirements beyond those imposed by
state law. For that reason, this action:

¢ Is not a significant regulatory action
subject to review by the Office of
Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

o Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104—4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

e Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

The SIP is not approved to apply on
any Indian reservation land or in any
other area where EPA or an Indian tribe
has demonstrated that a tribe has
jurisdiction. In those areas of Indian
country, the rule does not have tribal
implications as specified by Executive
Order 13175 (65 FR 67249, November 9,
2000), nor will it impose substantial
direct costs on tribal governments or
preempt tribal law.

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a ““major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by January 31, 2022. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this action for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. See section
307(b)(2).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Incorporation by reference,
Intergovernmental relations, Lead,
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Nitrogen dioxide, Ozone, Particulate
matter, Reporting and recordkeeping
requirements, Sulfur oxides, Volatile
organic compounds.

Dated: November 26, 2021.
John Blevins,
Acting Regional Administrator, Region 4.

For the reasons stated in the
preamble, EPA amends 40 CFR part 52
as follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart lI—North Carolina

m 2.In §52.1770(c)(3), the table is

amended by removing the entries for
“Section 1.5212,” “Section 1.5213,”
“Section 1.5214,” “Section 1.5215,”

“Section 1.5217,” “Section 1.5218,”
“Section 1.5219,” “Section 1.5220,”
“Section 1.5221,” “Section 1.5222,” and
“Section 1.5232” and adding in their
place entries for “Rule 1.5212,” “Rule
1.5213,” “Rule 1.5214,” “Rule 1.5215,”
“Rule 1.5217,” “Rule 1.5218,” “Rule
1.5219,” “Rule 1.5220,” “Rule 1.5221,”
“Rule 1.5222,” and “Rule 1.5232” to
read as follows:

§52.1770 Identification of plan.
* * * * *
(C) * x %

(3) EPA APPROVED MECKLENBURG COUNTY REGULATIONS

State citation

Title/subject

State
effective
date

EPA approval date

Explanation

Article 1.0000 Permitting Provisions for Air Pollution Sources, Rules and Operating Regulations for Acid Rain Sources, Title V and

Toxic Air Pollutants

Section 1.5200 Air Quality Permits
Rule 1.5212 ....... PaYo] o] o= (o] o T 12/18/2018 12/2/2021, [Insert citation of publication] .....
Rule 1.5213 ....... Action on Application; Issuance of Permit .... 12/18/2018 12/2/2021, [Insert citation of publication] .....
Rule 1.5214 ....... Commencement of Operation ............cc....... 12/15/2015 12/2/2021, [Insert citation of publication] .....
Rule 1.5215 ....... Application Processing Schedule 12/18/2018 12/2/2021, [Insert citation of publication] .....
Rule 1.5217 ....... Confidential Information ..........ccccceecviveinnnnne 12/18/2018 12/2/2021, [Insert citation of publication] .....
Rule 1.5218 ....... Compliance Schedule for Previously Ex- 12/18/2018 12/2/2021, [Insert citation of publication] .....
empted Activities.
Rule 1.5219 ....... Retention of Permit at Permitted Facility ...... 12/18/2018 12/2/2021, [Insert citation of publication] .....
Rule 1.5220 ....... Applicability Determination ...........ccccoceveene 12/18/2018 12/2/2021, [Insert citation of publication] .....
Rule 1.5221 ....... Permitting of Numerous Similar Facilities .... 12/18/2018 12/2/2021, [Insert citation of publication] .....
Rule 1.5222 ....... Permitting of Facilities at Multiple Tem- 12/18/2018 12/2/2021, [Insert citation of publication] ......
porary Sites.
Rule 1.5232 ....... Issuance, Revocation, and Enforcement of 12/18/2018 12/2/2021, [Insert citation of publication] .....
Permits.
* * * * *

[FR Doc. 2021-26141 Filed 12-1-21; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R04-OAR-2019-0156; FRL-8697—-02—
R4]

Air Plan Approval; FL, GA, NC, SC;
Interstate Transport (Prongs 1 and 2)
for the 2015 8-Hour Ozone Standard

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA or Agency) is approving
State Implementation Plan (SIP)

submissions from Florida, Georgia,
North Carolina, and South Carolina,
addressing the Clean Air Act (CAA or
Act) Good Neighbor interstate transport
infrastructure SIP requirements for the
2015 8-hour ozone National Ambient
Air Quality Standard (NAAQS or
standards). EPA has determined that
each state’s SIP contains adequate
provisions to prohibit emissions that
will significantly contribute to
nonattainment or interfere with
maintenance of the 2015 ozone NAAQS
in any other state. This action is being
taken in accordance with the CAA.

DATES: This rule is effective January 3,
2022.

ADDRESSES: EPA has established a
docket for this action under Docket
Identification No. EPA-R04-OAR—-
2019-0156. All documents in the docket
are listed on the www.regulations.gov

website. Although listed in the index,
some information may not be publicly
available, i.e., Confidential Business
Information or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically through
www.regulations.gov or in hard copy at
the Air Regulatory Management Section,
Air Planning and Implementation
Branch, Air and Radiation Division,
U.S. Environmental Protection Agency,
Region 4, 61 Forsyth Street SW, Atlanta,
Georgia 30303-8960. EPA requests that
if at all possible, you contact the person
listed in the FOR FURTHER INFORMATION
CONTACT section to schedule your
inspection. The Regional Office’s


http://www.regulations.gov
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official hours of business are Monday
through Friday 8:30 a.m. to 4:30 p.m.,
excluding Federal holidays.

FOR FURTHER INFORMATION CONTACT:
Evan Adams of the Air Regulatory
Management Section, Air Planning and
Implementation Branch, Air and
Radiation Division, U.S. Environmental
Protection Agency, Region 4, 61 Forsyth

Street SW, Atlanta, Georgia 30303—-8960.

Mr. Adams can be reached by telephone
at (404) 562—-9009, or via electronic mail
at adams.evan@epa.gov.
SUPPLEMENTARY INFORMATION:

I. Background

On December 30, 2019, EPA proposed
to approve SIP submissions from
Alabama, Florida, Georgia, North
Carolina, South Carolina, and
Tennessee ! as meeting the interstate
transport requirements of CAA section
110(a)(2)(D)(H)(D), or the Good Neighbor
provision, for the 2015 8-hour ozone
NAAQS. See 84 FR 71854. Specifically,
the 2019 notice of proposed rulemaking
(NPRM) originally proposed to find that
emissions from sources in these states
will not significantly contribute to
nonattainment or interfere with
maintenance of the 2015 8-hour ozone
NAAQS in any other state based on
information for the analytic year 2023,
consistent with the 2024 Moderate area
attainment date. Refer to the December
30, 2019 NPRM for an explanation of
the CAA requirements, the four-step
framework that EPA applies under the
Good Neighbor provision for ozone
NAAQS, a detailed summary of the state
submissions, and EPA’s proposed
rationale for approval. See 84 FR 71854.
The public comment period for the
December 30, 2019, NPRM closed on
January 29, 2020.2

1The submittals from these six southeastern
states were submitted separately under the
following cover letters: Alabama Department of
Environmental Management dated August 20, 2018
(received by EPA on August 27, 2018); Florida
Department of Environmental Protection dated
September 18, 2018 (received by EPA on September
26, 2018); Georgia Environmental Protection
Division dated September 19, 2018 (received by
EPA on September 24, 2018); North Carolina
Department of Environmental Quality dated
September 27, 2018 (received by EPA October 10,
2018); South Carolina Department of Health and
Environmental Control dated and received by EPA
on September 7, 2018; and Tennessee Department
of Environment and Conservation dated September
13, 2018 (received by EPA on September 17, 2018).

20n March 24, 2020, former EPA Region 4
Administrator Mary Walker signed a document
(hereinafter referred to as the March 24, 2020
document) that EPA had intended to become a final
rule upon publication in the Federal Register.
However, the March 24, 2020 document was never
published in the Federal Register. Further, on
January 19, 2021, former EPA Region 4
Administrator Mary Walker signed a second
document (hereinafter referred to as the January 19,
2021 document) that EPA had intended to become

Subsequent to the publication of the
NPRM on December 30, 2019, two
events caused EPA to adjust its analysis
of the aforementioned SIP submissions.
First, the United States Court of Appeals
for the District of Columbia Circuit (D.C.
Circuit) issued its ruling in Maryland v.
EPA, 958 F.3d 1185 (D.C. Cir. 2020)
(Maryland), which held that EPA must
address Good Neighbor obligations
consistent with the 2021 attainment
date for downwind areas classified as
being in Marginal nonattainment under
the 2015 8-hour ozone NAAQS, “not at
some later date.” 958 F.3d at 1203—04
(citing Wisconsin v. EPA, 938 F.3d 303,
314 (D.C. Cir. 2019) (Wisconsin)).3
Second, on October 30, 2020, EPA
released and accepted public comment
on updated 2023 modeling that used the
2016 emissions platform developed
under the EPA/Multi-Jurisdictional
Organization (MJO)/state collaborative
project as the primary source for the
base year and future year emissions
data. On April 30, 2021, EPA published
the final Revised Cross-State Air
Pollution Rule (CSAPR) Update for the
2008 ozone NAAQS (Revised CSAPR
Update) using the same modeling that
was made publicly available in the
proposed rulemaking for the Revised
CSAPR Update.# Although that
modeling focused on the year 2023, EPA
conducted an interpolation analysis of
these modeling results to generate air

a final rule, which EPA posted to its website at
https://www.epa.gov/air-quality-implementation-
plans/epas-approval-2015-8-hour-ozone-interstate-
transport-requirements. EPA noted in that posting
“Notwithstanding the fact that the EPA is posting

a pre-publication version, the final rule will not be
promulgated until published in the Federal
Register.” EPA will not publish either the March
24, 2020 document or the January 19, 2021
document in the Federal Register, and now intends
that this notice constitutes final action with respect
to the 2019 proposal, superseding all versions of
previous draft final action documents.

3 Maryland involved EPA’s denial of
administrative petitions filed by the states of
Maryland and Delaware under CAA section 126(b),
seeking to have EPA impose emissions limits on
sources in upwind states alleged to be emitting in
violation of the Good Neighbor Provision. The court
disagreed with EPA that use of a 2023 analytic year,
consistent with the 2024 attainment date for areas
classified as being in Moderate nonattainment, was
a proper reading of the court’s earlier decision in
Wisconsin. Id. at 1204.

4 Revised Cross-State Air Pollution Rule Update
for the 2008 Ozone NAAQS, 86 FR 23054; see also
Emissions Modeling TSD titled ‘Preparation of
Emissions Inventories for the 2016v1 North
American Emissions Modeling Platform.” This TSD
is available in the docket for this action and at
https://www.epa.gov/air-emissionsmodeling/
2016v1-platform. The underlying modeling files are
available on data drives in the Docket office for
public review. See the docket for the Revised
CSAPR Update (EPA-HQ-OAR-2020-0272). See
also Air Quality Modeling Data Drives_Final
RCU.pdf, available in the docket for this action for
a file inventory and instructions on how to access
the modeling files.

quality and contribution values for the
2021 analytic year, consistent with the
Maryland holding, as the relevant
analytic year for the 2015 8-hour ozone
NAAQS.

As a result, EPA issued a
supplemental notice of proposed
rulemaking (SNPRM) on July 19, 2021,
which relied on the new modeling and
analysis to supplement EPA’s proposed
finding in the December 30, 2019 NPRM
that emissions from sources in Florida,
Georgia, North Carolina, and South
Carolina will not significantly
contribute to nonattainment or interfere
with maintenance of the 2015 8-hour
ozone NAAQS in any other state.5 See
86 FR 37942. The new modeling and
analysis indicated that Florida, Georgia,
North Carolina, and South Carolina,
individually, will not contribute greater
than one percent of the 2015 8-hour
ozone NAAQS to any potential
nonattainment or maintenance receptors
in 2021. In addition, EPA analyzed past
and projected emissions of ozone
precursors (nitrogen oxides (NOx) and
volatile organic compounds (VOCs)),
finding a downward trend in emissions
to support the modeling analysis and
indicate that the contributions from
emissions from sources in Florida,
Georgia, North Carolina, and South
Carolina to ozone receptors in
downwind states will continue to
decline and remain below one percent
of the 2015 8-hour ozone NAAQS. Thus,
the July 19, 2021 SNPRM provided that
“EPA continues to propose to approve
the interstate transport portions of the
infrastructure SIP submissions from
Florida, Georgia, North Carolina, and
South Carolina as meeting CAA section
110(a)(2)(D)(1)(I) requirements for the
2015 8-hour ozone NAAQS.” See 86 FR
37942.

The technical rationale for EPA’s
proposed action is given in the July 19,
2021 SNPRM and in supportive
materials contained in the docket for
this action. The comment period for the
July 19, 2021 SNPRM closed on August
18, 2021, and EPA received no
additional comments. However, EPA
did receive comments on the original
December 30, 2019 NPRM, and relevant
responses are provided in section II.
EPA is finalizing the approval of this
action based on the technical rationale

5EPA previously proposed to approve
infrastructure SIP elements submitted to fulfill the
interstate transport requirements of CAA section
110(a)(2)(D)(i)() for the states of Alabama and
Tennessee for the 2015 8-hour ozone NAAQS in the
December 30, 2019, NPRM referenced previously in
this rule. However, the July 19, 2021 SNPRM did
not address these submissions, and EPA is deferring
action on the referenced SIP submissions from
Alabama and Tennessee at this time.


https://www.epa.gov/air-emissionsmodeling/2016v1-platform
https://www.epa.gov/air-emissionsmodeling/2016v1-platform
mailto:adams.evan@epa.gov
https://www.epa.gov/air-quality-implementation-plans/epas-approval-2015-8-hour-ozone-interstate-transport-requirements
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presented in the July 19, 2021 SNPRM
and in accordance with the CAA.

II. Response to Comments

EPA received four sets of adverse
comments and one set of supportive
comments on the December 30, 2019,
NPRM. The comments were submitted
by the Midwest Ozone Group, Sierra
Club, New Jersey Department of
Environmental Protection, New York
State Department of Environmental
Conservation, and one anonymous
commenter. The full set of comments is
provided in the docket for this final
rule. This section contains summaries of
the comments and EPA’s responses.

Comment 1: Several commenters
asserted that EPA’s December 30, 2019
NPRM improperly focused on the
analytic year of 2023, which the
commenters argue ignores the August
2021 attainment date faced by Marginal
2015 ozone nonattainment areas. These
commenters asserted that EPA’s
decision focused on 2023 (consistent
with the August 2024 attainment date
for Moderate nonattainment areas under
the 2015 8-hour ozone NAAQS, rather
than the August 2021 attainment date
for Marginal nonattainment areas),
which contravenes the statutory text
and the Wisconsin decision, and is
arbitrary and capricious. The
commenters specifically mention that
the distinction EPA has drawn between
Marginal and Moderate areas is
misleading, that it is unreasonable for
EPA to expect downwind areas to
voluntarily request reclassifications to
Moderate, and that EPA has not
provided adequate support for its
assumption that Marginal areas will
achieve attainment by 2021. A
commenter also contended that the
CSAPR Update is insufficient to bring
all downwind states into attainment
with the 2015 8-hour ozone NAAQS,
citing a conclusion made in the
December 30, 2019, NPRM in support of
a 2023 analytic year and monitoring
data from the 2017 ozone season
indicating certain 8-hour daily
maximum concentrations at air quality
monitors in Delaware were above the
level of the NAAQS. In addition, a
commenter asserted that recent
monitoring data at other monitoring
sites suggests that these areas will
continue to have difficulty attaining the
NAAQS in 2021.

Response 1: The comments related to
the 2023 analytic year refer to a D.C.
Circuit court decision addressing, in
part, the issue of the relevant analytic
year for the purposes of evaluating
interstate ozone transport under the
Good Neighbor provision. On
September 13, 2019, the D.C. Circuit

issued the Wisconsin decision,
remanding the CSAPR Update (81 FR
74504, October 26, 2016) to the extent
that it failed to require upwind states to
eliminate their significant contribution
no later than the next applicable
attainment date by which downwind
states must come into compliance with
the NAAQS, as established under CAA
section 181(a). See 938 F.3d 303, 313. In
the December 30, 2019 NPRM, EPA had
interpreted that holding as limited to
the attainment dates for Moderate
nonattainment area or higher
classifications under CAA section 181
on the basis that Marginal
nonattainment areas have reduced
planning requirements and other
considerations. See 84 FR 71854,
71856-58.

On May 19, 2020, however, the D.C.
Circuit issued the Maryland decision
that cited the Wisconsin decision in
holding that EPA must assess the impact
of interstate transport on air quality at
the next downwind attainment date,
including Marginal area attainment
dates, in evaluating the basis for EPA’s
denial of a petition under CAA section
126(b). See 958 F.3d 1185, 1203-04. The
court noted that ‘“‘section 126(b)
incorporates the Good Neighbor
Provision,” and therefore ‘‘the EPA
must find a violation [of section 126] if
an upwind source will significantly
contribute to downwind nonattainment
at the next downwind attainment
deadline. Therefore, the EPA must
evaluate downwind air quality at that
deadline, not at some later date.” Id. at
1204 (emphasis added). EPA interprets
the court’s holding in Maryland as
requiring the Agency, under the Good
Neighbor provision, to address Good
Neighbor obligations by no later than
the next applicable attainment date for
downwind areas, including a Marginal
area attainment date under section 181
for ozone nonattainment.®

The December 30, 2019 NPRM
proposing approval of the 2015 8-hour
ozone Good Neighbor SIPs for Florida,
Georgia, North Carolina, and South
Carolina on the basis of a 2023 analytic
year analysis predates the D.C. Gircuit’s
decisions in Wisconsin and Maryland.

6 EPA notes that the court in Maryland did not
have occasion to evaluate circumstances in which
EPA may determine that an upwind linkage to a
downwind air quality problem exists at steps 1 and
2 of the four-step interstate transport framework by
a particular attainment date, but for reasons of
impossibility or profound uncertainty the Agency is
unable to mandate upwind pollution controls by
that date. See Wisconsin, 938 F.3d at 320. The D.C.
Circuit noted in Wisconsin that upon a sufficient
showing, these circumstances may warrant a certain
degree of flexibility in effectuating the
implementation of the Good Neighbor provision.
Such circumstances are not at issue in the present
action.

In the July 19, 2021 SNPRM, EPA
explained why it now considers 2021 to
be the relevant analytic year for the
purposes of determining whether
sources in Florida, Georgia, North
Carolina, and South Carolina will
significantly contribute to downwind
nonattainment or interfere with
maintenance of the 2015 8-hour ozone
NAAQS in any other state. See 86 FR
37944. Also in the July 19, 2021
SNPRM, EPA conducted an additional
analysis for the year 2021, and provided
additional notice and opportunity for
public comment. Id. Thus, comments
regarding the improper use of 2023 as a
model year are now moot.”

Multiple commenters stated that the
approach for identifying nonattainment
and maintenance receptors in the
original December 30, 2019 NPRM
failed to identify all of the potential
receptors relevant in a 2021 analytic
year. In addition to their objections to
EPA’s selection of the 2023 analytic
year, these commenters argued that
measured design values at certain
monitoring sites made clear that certain
areas would not be able to attain the
2015 8-hour ozone NAAQS by the 2021
Marginal area attainment date. The shift
in the July 19, 2021 SNPRM and this
final action to a 2021 analytic year
partially addresses the concerns raised
by these commenters. To the extent
commenters are arguing that EPA’s
method of defining nonattainment and
maintenance receptors for Good
Neighbor purposes ignores certain areas
that may have air quality problems in
2021 based solely on historical
measured data, EPA disagrees with
these comments. EPA’s method of
defining these receptors, as described in
section II of the SNPRM takes into
account both measured data and
reasonable projections based on
modeling analysis.8

7EPA recognizes that this action is now being
finalized after the Marginal area attainment date has
passed and after the close of the 2021 ozone season.
However, this does not change EPA’s analysis or its
conclusion. The modeling information available in
the record and included in the supplemental
proposal also indicates that these four states will
not be linked to any downwind nonattainment or
maintenance receptors in 2023 and 2028,
confirming that no new linkages to downwind
receptors are projected in later years.

8 Further, as recognized by the court in
Wisconsin, 938 F.3d at 320, nonattainment areas
that measure clean data in a given year, even if not
sufficient to be redesignated to attainment based on
the three-year design value, may qualify for up to
two one-year extensions of their attainment dates,
as provided at CAA section 181(a)(5). Thus, simply
providing the value that would be needed in 2020
in order for an area to be designated to attainment
using the three-year average, as some commenters
did, does not present a complete picture of the
likelihood that an area will be “reclassified” or
“bumped-up.”
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Regarding the contention that the
CSAPR Update, which covered the 2008
8-hour ozone NAAQS, will not be
sufficient to bring areas into attainment
of the 2008 or 2015 8-hour ozone
NAAQS, this is not relevant to the
analysis in support of this action.
Whether downwind states may or may
not reach attainment of the 2015 8-hour
ozone NAAQS with the assistance of the
upwind state emissions reductions
resulting from the CSAPR Update is not
determinative of whether Florida,
Georgia, North Carolina, and South
Carolina have Good Neighbor
obligations for the 2015 8-hour ozone
NAAQS pursuant to the CAA. At issue
is whether Florida, Georgia, North
Carolina, and South Carolina will
significantly contribute to downwind
nonattainment or interfere with
maintenance of the 2015 8-hour ozone
NAAQS in any other state. The updated
information presented in the SNPRM
made clear that they will not, and no
party commented on that updated
information.

Comment 2: Several commenters call
into question certain assumptions used
in EPA’s 2023 air quality modeling
described in the March 2018
memorandum. A number of commenters
contend that EPA’s modeling was
flawed because it relied on
“unenforceable emissions limitations,”
including assumptions that power
plants equipped with selective catalytic
reduction (SCR) controls would emit at
or below 0.10 pounds per one million
British Thermal Units (Ib/mmBtu)
beginning in 2017. One commenter
contended that many plants emit above
that rate. Another commenter asserts
that EPA should not approve any prong
1 and 2 SIPs 9 that reflect “EPA’s flawed
data showing attainment by 2023.”

Response 2: As discussed previously
and in the SNPRM, EPA is relying on
updated modeling and analysis based
on the 2021 analytic year and not the
2023 air quality modeling described in
the March 2018 memorandum.
However, EPA disagrees that its
assessment of air quality and
contributions at step 1 and 2 of the four-
step interstate transport framework is
flawed because it relies on
unenforceable emission assumptions for
electric generating units (EGUs) or that
those assumptions are otherwise
unrealistic. As an initial matter, in this
context it is appropriate for EPA to

9 Section 110(a)(2)(D)(i)(I) requires SIPs to contain
adequate provisions that prohibit any source or
other types of emissions activity in one state from
contributing significantly to nonattainment of the
NAAQS in another state (prong 1) and from
interfering with maintenance of the NAAQS in
another state (prong 2).

focus on actual EGU emission
projections, rather than modeling only
enforceable limits (sometimes referred
to as “‘allowable’”” emissions). EPA has
previously explained that its analysis at
steps 1 and 2 of the four-step interstate
transport framework is appropriately
focused on a projection of actual air
quality concentrations and upwind-state
contributions. As EPA explained in the
final CSAPR Close-out, this approach to
conducting future-year modeling in the
Good Neighbor analysis to identify
downwind air quality problems and
linked states is consistent with the use
of current measured data in the
designations process under section 107
of the CAA. See 83 FR 65878, 65887—
88 (December 21, 2018).1° In both cases,
the purpose is to determine whether
there is an actual air quality problem
that needs to be further addressed (in
the designations context, whether an
area is in nonattainment of a NAAQS;
in the Good Neighbor context, whether
there are expected future air quality
problems (i.e., downwind
nonattainment or maintenance
receptors) and upwind state
contribution to these downwind
nonattainment or maintenance receptors
that require further analysis at steps 3
and 4). EPA’s future-year air quality
projections reflect a variety of factors,
including current emissions data, on-
the-books control measures, economic
market influences, and meteorology.
Like the factors that affect measured
ozone concentrations used in the
designations process, not all of the
factors influencing EPA’s modeling
projections are or can be subject to
enforceable limitations on emissions or
ozone concentrations. However, EPA
believes that consideration of these
factors contributes to a reasonable
estimate of anticipated future ozone
concentrations and contributions at
steps 1 and 2 of the four-step interstate
transport framework. In short, EPA’s
consideration of these factors—even
when not based on or amendable to
enforceable limits or controls—in its
future-year modeling projections used at
steps 1 and 2 of the Good Neighbor
analysis is reasonable. See 83 FR at
65888 (December 21, 2018). Only where
such analysis indicates an upwind-state
linkage under projected conditions does
further analysis proceed at steps 3 and
4 of the four-step interstate transport
framework to determine what
enforceable emissions limits should be
required in the linked upwind state.
EPA’s air quality modeling and analysis

10 The CSAPR Close-out was vacated on grounds
unrelated to this issue. See New York v. EPA, 781
F. App’x. 4 (D.C. Cir. 2019).

is designed to reflect what downwind
air quality problems will exist in the
relevant analytic year, and the
assumptions used are based on realistic
projections of source emissions.

In response to the commenters’
contention that EPA should not model
using the 0.1 lb/mmBtu emission rate
assumption for EGUs because it is not
enforceable and some units emit higher
than this rate, this concern is addressed
by the updates contained in the updated
2023 modeling used to derive EPA’s
2021 air quality analysis for this final
action. Specifically, as noted in the
SNPRM, EPA is relying on updated
Integrated Planning Model (IPM)
modeling for its EGU projection in the
updated analysis for this final action.
Additionally, EPA has modeled a range
of scenarios reflecting alternative EGU
assumptions—each resulting in the
same finding made in this action.?

Although EPA disagrees with these
comments regarding the modeling
approach it took at the original proposal
with respect to projecting EGU
emissions,?2 the Agency made updates
to incorporate the latest modeling and
data, which address the concerns
expressed by the commenters. The
December 30, 2019 NPRM rule relied on
air quality modeling analysis and data
released in 2018 that showed results
from analytic work completed in 2017
(prior to the completion of the first year
of CSAPR Update compliance).13 As
explained in the modeling TSD
referenced in the July 19, 2021 SNPRM,
EPA started with the latest historical
data at that time (2016) and assumed
that, on average, SCR-controlled coal
units would operate at 0.1 Ib/mmBtu if
not already doing so (reflecting the
fleet’s response (on average) to the
CSAPR Update that would begin in
2017).14 In this final action, EPA’s
future year air quality projections are
informed by actual compliance data
from 2019, which allows EPA to rely
less on compliance assumptions and
more on actual data from the past three
years in evaluating likely EGU
emissions in 2021. EPA estimated future

11 See the Ozone Air Quality Assessment Tool
(AQAT) spreadsheet and the Ozone Policy Analysis
TSD located in the docket for this action for details
about these scenarios, emissions, and air quality
estimates.

12 As explained further in this rule, the analysis
supporting the December 30, 2019 proposal over-
estimated EGU emissions.

13 See March 2018 memorandum, located in the
docket for this action.

14 Technical Support Document (TSD) Additional
Updates to Emissions Inventories for the Version
6.3, 2011 Emissions Modeling Platform for the Year
2023, available at https://www.epa.gov/sites/
production/files/2017-11/documents/2011v6.3_
2023en_update_emismod_tsd_oct2017.pdyf.


https://www.epa.gov/sites/production/files/2017-11/documents/2011v6.3_2023en_update_emismod_tsd_oct2017.pdf
https://www.epa.gov/sites/production/files/2017-11/documents/2011v6.3_2023en_update_emismod_tsd_oct2017.pdf
https://www.epa.gov/sites/production/files/2017-11/documents/2011v6.3_2023en_update_emismod_tsd_oct2017.pdf
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year emissions using the January 2020
IPM Reference Case, which was
informed by actual 2018 compliance
rates rather than anticipated compliance
rates (i.e., 2018 reported emission rates
(not a 0.1 Ib/mmBtu assumption)). This
largely obviates the commenters’
concern regarding the 0.1 Ib/mmBtu
assumption at proposal. Moreover, the
IPM modeling explicitly includes the
CSAPR Update enforceable limits (i.e.,
the states’ trading allowance budgets) at
both the regional and state level. With
these enforceable limits included, the
model allowed covered sources to emit
up to those limits if it would be
economically advantageous to do so, but
this did not occur in the modeling.

EPA projected future 2021 and 2023
baseline EGU emissions using the
version 6—January 2020 reference case
of the IPM.!5 16 IPM, developed by ICF
Consulting, is a state-of-the-art, peer-
reviewed, multi-regional, dynamic,
deterministic linear programming model
of the contiguous U.S. electric power
sector. It provides forecasts of least cost
capacity expansion, electricity dispatch,

and emission control strategies while
meeting energy demand and
environmental, transmission, dispatch,
and reliability constraints. EPA has used
IPM for over two decades to better
understand power sector behavior under
future business-as-usual conditions and
to evaluate the economic and emission
impacts of prospective environmental
policies. The model is designed to
reflect electricity markets as accurately
as possible. EPA uses the best available
information from utilities, industry
experts, gas and coal market experts,
financial institutions, and government
statistics as the basis for the detailed
power sector modeling in IPM. The
model documentation provides
additional information on the
assumptions discussed here as well as
all other model assumptions and inputs.
The IPM version 6—January 2020
reference base case accounts for updated
federal and state environmental
regulations, committed EGU retirements
and new builds, and technology cost
and performance assumptions as of late

2019. This projected base case accounts
for the effects of the finalized Mercury
and Air Toxics Standards rule, the
CSAPR and the CSAPR Update, New
Source Review settlements, final actions
EPA has taken to implement the
Regional Haze Rule, and other on-the-
books federal and state rules through
2019 impacting sulfur dioxide, NOx,
directly emitted particulate matter, and
CO:s. For the new 2023 air quality
modeling used to interpolate air quality
projections in 2021, EPA relied on these
2023 EGU emissions to inform the
broader emissions inventory.

The EGU emissions data—both
historical and projected—are shown in
Table 1, and compared with the CSAPR
Update enforceable budget,
demonstrate: (1) The reasonableness of
EPA'’s practice of not solely using
enforceable levels in deriving
projections of actual conditions and
contribution at steps 1 and 2 of the
interstate-transport framework for
ozone, and (2) the robustness of its
examination.

TABLE 1—REPORTED OZONE SEASON NOx EMISSIONS FROM EGUS IN THE CSAPR UPDATE REGION 17

Reported ozone season NOx emissions IPM CSAPR
(tons) projection Update
(tons) 18 budget
(enforceable
tons)
2015 2016 2017 2018 2019 2020 2021
2021
398,831 371,994 294,483 289,988 251,763 227,325 222,900 313,626

In sum, EPA’s EGUs assumptions
show that its projected ozone-season
EGU emissions levels from proposal of
283,164 tons in 2023 was, if anything,
conservative—that is, it is likely that
emissions levels from EGUs will be
lower than what was projected in the
proposal, not higher as suggested by the
commenter. The 2019 ozone-season data
reflected emissions that were already 20
percent below the CSAPR Update
budgets, reflecting a 13 percent drop
from the prior year, and at a pace of
reduction that strongly suggests actual
emissions from EGUs in 2021 will be
well below the CSAPR Update budget
levels. In other words, the emissions
levels that the commenter claimed were
not reasonable to expect in 2023 have
already been achieved—four years
ahead of that analytic year. The EGU

15 See https://www.epa.gov/airmarkets/analysis-
revised-cross-state-air-pollution-rule-update (last
accessed November 8, 2021).

16 The January 2020 IPM reference case is a later
version than what was released with 2016v1.

17 This data analysis relies on 40 CFR part 75
emissions reporting data as available in EPA Air

projections EPA used in its analysis for
2021, as discussed previously, are
reasonable and properly inform its
analysis of ozone levels and
contribution in that analytic year. In
order for emissions in 2021 to rise to
total budget levels (e.g., 313,626 tons,
representing the aggregate budgets for
the covered states), a decade-long
decline in ozone-season NOx emissions
would have to not only cease but
reverse sharply.

Supported by the most recent
reported emissions data, EPA concludes
that its EGU projections used in the
most recent modeling and in the
interpolation of that modeling to 2021
are reasonable and conservative. Thus,
EPA believes it is reasonable and
appropriate to rely on these emissions
projections in its air quality analysis for

Markets Program Data available at http://
ampd.epa.gov/ampd/.

18 These values are available in the Air Quality
Modeling Base Case State Emissions file (fossil
>25 MW worksheet) available at https://
www.epa.gov/airmarkets/analysis-revised-cross-
state-air-pollution-rule-update. Additionally, as

2021 to approve the 2015 8-hour ozone
transport SIP submissions for Florida,
Georgia, North Carolina, and South
Carolina.

Comment 3: A commenter states that
EPA’s 2023 modeling described in the
March 2018 memorandum is also
flawed given the modeling’s reliance on
certain federal emissions reduction
programs, which the commenter argues
EPA is “actively working to
undermine.” For example, the
commenter points to EPA’s proposed
repeal of its rule regulating emissions
from glider vehicles, glider engines, and
glider kits, 82 FR 53442 (November 16,
2017) (Proposed Repeal of the Glider
Rule), noting that EPA has estimated
unregulated glider vehicles would
increase emissions by approximately
300,000 tons annually in 2025. The

noted in the Revised CSAPR proposal, EPA’s earlier
engineering analytics used a more conservative
283,164 tons for 2023. As a sensitivity analysis for
the proposed Revised CSAPR Update Modeling
using IPM, EPA also used an updated engineering
analytics EGU estimate (relying on 2019 data) that
resulted in a 2021 estimate of 238,798 tons.


https://www.epa.gov/airmarkets/analysis-revised-cross-state-air-pollution-rule-update
https://www.epa.gov/airmarkets/analysis-revised-cross-state-air-pollution-rule-update
https://www.epa.gov/airmarkets/analysis-revised-cross-state-air-pollution-rule-update
https://www.epa.gov/airmarkets/analysis-revised-cross-state-air-pollution-rule-update
https://www.epa.gov/airmarkets/analysis-revised-cross-state-air-pollution-rule-update
http://ampd.epa.gov/ampd/
http://ampd.epa.gov/ampd/
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commenter notes that even though EPA
never finalized the Proposed Repeal of
the Glider Rule, EPA’s enforcement
office issued a memorandum on July 6,
2018, stating that it would not enforce
the Glider Rule. The commenter states
that although this “no action assurance”
is being challenged in court and has
been temporarily stayed, “EPA’s non-
enforcement efforts underline the
unreasonableness of relying on the
emissions reductions from this rule as a
basis for concluding that Marginal
nonattainment areas will attain the 2015
NAAQS by 2021.” The commenter also
asserts that EPA’s recent actions
“weakening”’ the Corporate Average
Fuel Economy (CAFE) standards for
light-duty vehicles and EPA’s recent
proposal to withdraw the Control
Techniques Guidelines (CTGs) for the
Oil and Natural Gas Industry call into
question the accuracy of EPA’s 2023
modeling, and that “each deregulatory
action . . . demonstrates the
arbitrariness of EPA’s assumption that
Marginal nonattainment areas will
comply with the 2015 NAAQS by 2021
without additional ozone-precursor
pollution reductions from southeastern
upwind states.”

Response 3: As an initial matter, the
updated 2023 modeling used to
interpolate 2021 contributions that was
relied on did not make different
regulatory assumptions than the
previous 2023 modeling released with
the March 2018 memorandum regarding
the Glider Rule and the light-duty CAFE
standards, so the comment is relevant to
the updated modeling as presented in
the SNPRM. However, EPA disagrees
that EPA’s updated air quality modeling
did not properly account for expected
changes in projected emissions that
would result from changes to federal
programs. The mobile source and non-
EGU emissions inventories in both the
previous and updated modeling do not
reflect changes in emissions resulting
from rulemakings finalized in calendar
year 2016 or later, nor do they reflect
any rules proposed but not yet finalized
since 2016, as only finalized rules are
reflected in modeling inventories. This
reflects EPA’s normal practice to only
include changes in emissions from final
regulatory actions in its modeling
because, until such rules are finalized,
any potential changes in NOx or VOC
emissions are speculative.

EPA did not finalize the Proposed
Repeal of the Glider Rule. EPA
announced in the U.S. Office of
Management and Budget’s Spring 2020
Unified Agenda and Regulatory Plan
that “EPA is no longer pursuing this
action, and the emission standards and
other requirements for heavy-duty glider

vehicles, glider engines, and glider kits
will remain in place as published in the
‘Greenhouse Gas Emissions and Fuel
Efficiency Standards for Medium- and
Heavy-Duty Engines and Vehicles Phase
2’ final rule on October 26, 2016 (81 FR
73478).”” 19 Additionally, EPA withdrew
the conditional no action assurance for
small manufacturers of glider vehicles
in a memorandum dated July 26, 2018.20

EPA did not finalize the proposed
withdrawal of the CTGs for oil and
natural gas sources. On March 9, 2018,
for reasons explained in the Federal
Register (83 FR 10478), EPA proposed
to withdraw the 2016 CTG for the oil
and natural gas industry. However, EPA
did not finalize the proposal to
withdraw the CTG. EPA announced in
the U.S. Office of Management and
Budget’s Spring 2020 Unified Agenda
and Regulatory Plan that “the CTG will
remain in place as published on October
27,2016 (81 FR 74798).” 21

EPA and the National Highway Traffic
Safety Administration have finalized the
revisions to the greenhouse gas (GHG)
and CAFE standards for light duty
vehicles.22 However, that final action is
not expected to have a meaningful
impact on 2021 ozone-precursor
emissions. Because the vehicles affected
by the 2017-2025 GHG standards would
still need to meet applicable criteria
pollutant emissions standards (e.g., the
Tier 3 emissions standards; see 79 FR
23414), the SAFE Vehicles Rule
anticipated that any impacts of the
SAFE Vehicles Rule on ozone precursor
emissions ‘“‘would most likely be far too
small to observe.” See 85 FR 25041.

Comment 4: Two commenters
disagree with EPA guidance that a 1 ppb
contribution threshold is acceptable to
determine whether an upwind
contribution is significant, stating it is
arbitrary and capricious. One
commenter also asserts that allowing
different states contributing to a
collective problem to use different air
quality threshold rates to avoid
regulation is inequitable. The
commenters refer to EPA’s August 31,
2018 memorandum from Peter
Tsirigotis, titled ““Analysis of

19 See also https://www.reginfo.gov/public/do/
eAgendaViewRule?publd=202004&RIN=2060-AT79
(last accessed October 10, 2021).

20 See https://www.epa.gov/sites/production/files/
2018-07/documents/memo_re_withdrawal_of_
conditional_naa_regarding_small_manufacturers_
of_glider_vehicles_07-26-2018.pdf (last accessed
QOctober 10, 2021).

21 See https://www.reginfo.gov/public/do/
eAgendaViewRule?publd=202004&RIN=2060-AT76
(last accessed October 10, 2021).

22 “The Safer Affordable Fuel-Efficient (SAFE)
Vehicles Rule for Model Years 2021-2026 Passenger
Cars and Light Trucks,” 85 FR 24174 (April 30,
2020) (SAFE Vehicles Rule).

Contribution Thresholds for Use in
Clean Air At Section 110(a)(2)(D)(@1)(I)
Interstate Transport State
Implementation Plan Submissions for
the 2015 Ozone National Ambient Air
Quality Standards” (“August 2018
memorandum”),23 and generally
contend that the August 2018
memorandum provides an insufficient
evaluation regarding the result of such
approach on downwind states’ ability to
attain and maintain the relevant
NAAQS and shifts the responsibility for
upwind pollution from upwind to
downwind states.

Response 4: As the commenters
correctly note, the August 2018
memorandum suggested that states
could potentially justify the use of an
alternative contribution threshold of
1 ppb with respect to the 2015 8-hour
ozone NAAQS in step 2 of EPA’s four-
step interstate framework under the
Good Neighbor provision. However,
EPA is not making a determination in
this final action to approve a state’s use
of an alternative 1 ppb threshold.
Neither EPA’s NPRM, SNRPM, nor this
final action rely on a 1 ppb threshold
and are instead based on a finding that
Florida, Georgia, North Carolina, and
South Carolina will not contribute at or
above one percent of the level of the
NAAQS at any projected nonattainment
or maintenance receptor based on EPA
modeling. The use of the one percent
threshold is consistent with all of EPA’s
ozone transport actions since the
promulgation of the original CSAPR in
2011. For the 2015 8-hour ozone
NAAQS, where the impacts of a state’s
emissions on all out of state receptors
are below a one percent of the NAAQS
threshold, no further analysis is
required to determine that that state is
not contributing to an out of state air
quality problem under the Good
Neighbor provision. Therefore, there is
no need to evaluate any potential higher
contribution threshold, as discussed in
the August 2018 memorandum, in the
present final action.

Comment 5: A commenter states that
ozone exposure has significant health
impacts, particularly for the respiratory
system. The commenter cites the 2013
EPA Integrated Science Assessment for
Ozone and Related Photochemical
Oxidants (Final Report) and several
other health studies in order to describe
numerous health impacts associated
with ozone exposure in detail.

Response 5: EPA agrees that ozone
has a number of adverse health impacts.

23 Available at https://www.epa.gov/sites/
production/files/2018-09/documents/contrib_
thresholds_transport_sip_subm_2015_ozone_
memo_08_31_18.pdf.


https://www.epa.gov/sites/production/files/2018-07/documents/memo_re_withdrawal_of_conditional_naa_regarding_small_manufacturers_of_glider_vehicles_07-26-2018.pdf
https://www.epa.gov/sites/production/files/2018-07/documents/memo_re_withdrawal_of_conditional_naa_regarding_small_manufacturers_of_glider_vehicles_07-26-2018.pdf
https://www.epa.gov/sites/production/files/2018-07/documents/memo_re_withdrawal_of_conditional_naa_regarding_small_manufacturers_of_glider_vehicles_07-26-2018.pdf
https://www.epa.gov/sites/production/files/2018-07/documents/memo_re_withdrawal_of_conditional_naa_regarding_small_manufacturers_of_glider_vehicles_07-26-2018.pdf
https://www.epa.gov/sites/production/files/2018-09/documents/contrib_thresholds_transport_sip_subm_2015_ozone_memo_08_31_18.pdf
https://www.epa.gov/sites/production/files/2018-09/documents/contrib_thresholds_transport_sip_subm_2015_ozone_memo_08_31_18.pdf
https://www.epa.gov/sites/production/files/2018-09/documents/contrib_thresholds_transport_sip_subm_2015_ozone_memo_08_31_18.pdf
https://www.epa.gov/sites/production/files/2018-09/documents/contrib_thresholds_transport_sip_subm_2015_ozone_memo_08_31_18.pdf
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=202004&RIN=2060-AT79
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=202004&RIN=2060-AT79
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=202004&RIN=2060-AT76
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=202004&RIN=2060-AT76
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See National Ambient Air Quality
Standards for Ozone, Final Rule, 80 FR
65292 (October 26, 2015).24 EPA
evaluates air quality criteria and
impacts to public health and welfare as
part of the comprehensive standard
setting process. Id. EPA’s final rule
revising the primary and secondary
ozone NAAQS includes a thorough
explanation of human exposure and
health risk assessments conducted in
support of the Agency’s review of
evidence of ambient ozone exposures on
human health effects, as well as detailed
rationales for the Administrator’s
decisions on both standards. See 80 FR
65292.

The commenter does not explain how
the information they provided regarding
health impacts from ambient ozone
exposure should influence EPA’s action
on the Florida, Georgia, North Carolina,
and South Carolina Good Neighbor SIP
submissions for the 2015 8-hour ozone
NAAQS, and EPA considers such
comments to be outside of the scope of
this action. As stated previously, EPA’s
evaluation of air quality criteria and
impacts to public health and welfare are
part of the standard setting process,
rather than a step completed through
actions on individual SIP submissions
that address Good Neighbor interstate
transport infrastructure SIP
requirements pursuant to CAA section
110(a)(2)(D)(1)T). EPA’s evaluation of
individual SIP revisions is limited to
determining whether the statutory
criteria for implementation and
attainment of the NAAQS and other
CAA requirements, as applicable, have
been satisfied. See CAA section
110(k)(2), (3).

Comment 6: EPA received one
supportive set of comments on the
December 30, 2019, NPRM. The
comments support EPA’s application of
the 4-step process, and state that EPA
correctly concluded that none of the
states in EPA’s December 30, 2019,
NPRM contributed above 1 percent to
downwind receptors. Commenters also
expressed support for flexibility in
addressing the Good Neighbor SIPs.

Response 6: EPA agrees with
commenter that it appropriately applied
steps 1 and 2 of the four-step interstate
transport framework (which the
commenter refers to as the 4-step
process), and that, according to EPA’s
analysis, neither Florida, Georgia, North
Carolina nor South Carolina contribute
above one percent of the 2015 8-hour
ozone NAAQS to any downwind state.

24 See also National Ambient Air Quality
Standards for Ozone, Final Rule for the 2008
NAAQS, 73 FR 16436 (March 27, 2008), 16440,
16450-51, 16470-71 & n.20.

With respect to the portion of the
comment regarding retaining the ability
for states to take different approaches to
analyzing and addressing their Good
Neighbor obligations, EPA’s use of
certain analytic methods in this action
(such as the use of a one percent of
NAAQS contribution threshold or the
definition of nonattainment and
maintenance receptors) does not in itself
necessarily preclude different
approaches to Good Neighbor analysis
in other contexts, where EPA
determines to be appropriate and
consistent with legal requirements and
governing case law.

III. Final Action

EPA is finalizing approval of revisions
to the Florida, Georgia, North Carolina,
and South Carolina SIPs. EPA finds that
emissions from sources in Florida,
Georgia, North Carolina, and South
Carolina will not significantly
contribute to nonattainment or interfere
with maintenance of the 2015 8-hour
ozone NAAQS in any other state. Thus,
EPA is approving the interstate
transport portions of the infrastructure
SIP submissions from Florida, Georgia,
North Carolina, and South Carolina,
separately, as meeting CAA section
110(a)(2)(D)(i)(I) requirements for the
2015 8-hour ozone NAAQS.

IV. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable Federal regulations.
See 42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. These actions merely approve
state law as meeting Federal
requirements and do not impose
additional requirements beyond those
imposed by state law. For that reason,
these actions:

e Are not significant regulatory
actions subject to review by the Office
of Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Do not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Are certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Do not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described

in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104—4);

¢ Do not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Are not economically significant
regulatory actions based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

e Are not significant regulatory
actions subject to Executive Order
13211 (66 FR 28355, May 22, 2001);

e Are not subject to requirements of
section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

¢ Do not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, for Florida, Georgia, and
North Carolina, the Good Neighbor SIPs
are not approved to apply on any Indian
reservation land or in any other area
where EPA or an Indian tribe has
demonstrated that a tribe has
jurisdiction. In those areas of Indian
country, the rule does not have tribal
implications as specified by Executive
Order 13175 (65 FR 67249, November 9,
2000), nor will it impose substantial
direct costs on tribal governments or
preempt tribal law.

For South Carolina, because this final
action merely approves state law as
meeting Federal requirements and does
not impose additional requirements
beyond those imposed by state law, this
action for the state of South Carolina
does not have Tribal implications as
specified by Executive Order 13175 (65
FR 67249, November 9, 2000).
Therefore, this final action will not
impose substantial direct costs on Tribal
governments or preempt Tribal law. The
Catawba Indian Nation Reservation is
located within the boundary of York
County, South Carolina. Pursuant to the
Catawba Indian Claims Settlement Act,
S.C. Code Ann. 27-16-120 (Settlement
Act), “[a]ll state and local
environmental laws and regulations
apply to the [Catawba Indian Nation
and] Reservation and are fully
enforceable by all relevant state and
local agencies and authorities.” The
Catawba Indian Nation also retains
authority to impose regulations
applying higher environmental
standards to the Reservation than those
imposed by state law or local governing
bodies, in accordance with the
Settlement Act.
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The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by January 31, 2022. Filing a

petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this action for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. See CAA
section 307(b)(2).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen dioxide, Ozone, Reporting and
recordkeeping requirements, Volatile
organic compounds.

Dated: November 26, 2021.
John Blevins,
Acting Regional Administrator, Region 4.

For the reasons stated in the
preamble, the Environmental Protection

Agency amends 40 CFR part 52 as
follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart K—Florida

m 2.In §52.520(e), amend the table by
adding a new entry for “110(a)(1) and
(2) Infrastructure Requirements for the
2015 8-Hour Ozone NAAQS” at the end
of the table to read as follows:

§52.520 Identification of plan.
* * * * *
(e) EEE

EPA-APPROVED FLORIDA NON-REGULATORY PROVISIONS

Provision

State effective
date

EPA approval
date

Federal Register notice

Explanation

* *

110(a)(1) and (2) Infrastructure Require-
ments for the 2015 8-Hour Ozone
NAAQS.

9/18/2018

* * *

12/2/2021 [Insert citation of publication]

* *

Addressing Prongs 1 and 2 of section
110(a)(2)(D)(i)(1) only.

Subpart L—Georgia

m 3.In §52.570(e) amend the table by
adding a new entry for ““110(a)(1) and

(2) Infrastructure Requirements for the
2015 8-Hour Ozone NAAQS” at the end
of the table to read as follows:

§52.570 Identification of plan.
* * * * *
(e) * x %

EPA-APPROVED GEORGIA NON-REGULATORY PROVISIONS

Applicable geo-

State submittal

Name of nonregulatory SIP provision graphic or non- date/effective EPA approval date Explanation
attainment area date
110(a)(1) and (2) Infrastructure Require- Georgia ................ 9/24/2018 12/2/2021, [Insert citation of publication] ~Addressing Prongs 1 and 2 of section

ments for the 2015 8-Hour Ozone
NAAQS.

110(a)(2)(D)(i)(1) only.

Subpart ll—North Carolina

m 4.In §52.1770(e), amend the table by
adding a new entry for ““110(a)(1) and

(2) Infrastructure Requirements for the
2015 8-Hour Ozone NAAQS” at the end
of the table to read as follows:

§52.1770 Identification of plan.
* * * * *
(e) * * %

EPA-APPROVED NORTH CAROLINA NON-REGULATORY PROVISIONS

Provision

State effective
date

EPA approval
date

Federal Register citation

Explanation

* *

110(a)(1) and (2) Infrastructure Require-
ments for the 2015 8-Hour Ozone
NAAQS.

9/27/2018

* * *

12/2/2021 [Insert citation of publication]

* *

Addressing Prongs 1 and 2 of section
110(a)(2)(D)(i)(l) only.
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Subpart PP—South Carolina (2) Infrastructure Requirements for the §52.2120 Identification of plan.
2015 8-Hour Ozone NAAQS” at the end  * * * * *
m 5.In §52.2120(e), amend the table by of the table to read as follows: () * * *
adding a new entry for “110(a)(1) and
Provision Statedeaftf:ctive EPA approval date Explanation
110(a)(1) and (2) Infrastructure Requirements 9/7/2018 12/2/2021, [Insert citation of publication] ........... Addressing Prongs 1 and 2 of section

for the 2015 8-Hour Ozone NAAQS.

110(a)(2)(D)(i)(1) only.

[FR Doc. 2021-26144 Filed 12-1-21; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
EPA-R04-OAR-2020-0428; FRL-8911-02—
R4]

Air Plan Approval; TN; Montgomery
County Limited Maintenance Plan for
the 1997 8-Hour Ozone NAAQS

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is taking final action to
approve a state implementation plan
(SIP) revision submitted by the State of
Tennessee, through the Tennessee
Department of Environment and
Conservation (TDEC), Air Pollution
Control Division, on June 23, 2020. The
SIP revision includes the 1997 8-hour
ozone national ambient air quality
standards (NAAQS) Limited
Maintenance Plan (LMP) for the
Montgomery County, Tennessee portion
of the Clarksville-Hopkinsville Area
(hereinafter referred to as the
“Montgomery County Area” or “Area”).
The Clarksville-Hopkinsville Area is
comprised of Montgomery County,
Tennessee, and Christian County,
Kentucky. EPA is approving
Tennessee’s LMP for the Montgomery
County Area because it provides for the
maintenance of the 1997 8-hour ozone
NAAQS within the Montgomery County
Area through the end of the second 10-
year portion of the maintenance period.
The effect of this action would be to
make certain commitments related to
maintenance of the 1997 8-hour ozone
NAAQS in the Montgomery County
Area federally enforceable as part of the
Tennessee SIP.

DATES: This rule is effective January 3,
2022.

ADDRESSES: EPA has established a
docket for this action under Docket ID
No. EPA-R04-0OAR-2020-0428. All

documents in the docket are listed on
the www.regulations.gov website.
Although listed in the index, some
information is not publicly available,
i.e., Confidential Business Information
or other information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the internet and will be
publicly available only in hard copy
form. Publicly available docket
materials can either be retrieved
electronically via www.regulations.gov
or in hard copy at the Air Regulatory
Management Section, Air Planning and
Implementation Branch, Air and
Radiation Division, U.S. Environmental
Protection Agency, Region 4, 61 Forsyth
Street SW, Atlanta, Georgia 30303—8960.
EPA requests that if at all possible, you
contact the person listed in the FOR
FURTHER INFORMATION CONTACT section to
schedule your inspection. The Regional
Office’s official hours of business are
Monday through Friday 8:30 a.m. to
4:30 p.m., excluding Federal holidays.
FOR FURTHER INFORMATION CONTACT:
Sarah LaRocca, Air Regulatory
Management Section, Air Planning and
Implementation Branch, Air and
Radiation Division, U.S. Environmental
Protection Agency, Region 4, 61 Forsyth
Street SW, Atlanta, Georgia 30303—8960.
The telephone number is (404) 562—
8994. Ms. LaRocca can also be reached
via electronic mail at larocca.sara@
epa.gov.

SUPPLEMENTARY INFORMATION:

I. Background

In 1979, under section 109 of the
Clean Air Act (CAA or Act), EPA
established primary and secondary
NAAQS for ozone at 0.12 parts per
million (ppm), averaged over a 1-hour
period. See 44 FR 8202 (February 8,
1979). On July 18, 1997, EPA revised the
primary and secondary NAAQS for
ozone to set the acceptable level of
ozone in the ambient air at 0.08 ppm,
averaged over an 8-hour period. See 62
FR 38856 (July 18, 1997).1 EPA set the

1In March 2008, EPA completed another review
of the primary and secondary ozone NAAQS and
tightened them further by lowering the level for

8-hour ozone NAAQS based on
scientific evidence demonstrating that
ozone causes adverse health effects at
lower concentrations and over longer
periods of time than was understood
when the pre-existing 1-hour ozone
NAAQS was set. EPA determined that
the 8-hour ozone NAAQS would be
more protective of human health,
especially children and adults who are
active outdoors, and individuals with a
pre-existing respiratory disease, such as
asthma.

Following promulgation of a new or
revised NAAQS, EPA is required by the
CAA to designate areas throughout the
nation as attaining or not attaining the
NAAQS. On April 15, 2004, EPA
designated the Clarksville-Hopkinsville
Area, which included Montgomery
County, Tennessee, and Christian
County, Kentucky, as nonattainment for
the 1997 8-hour ozone NAAQS, and the
designation became effective on June 15,
2004. See 69 FR 23858 (April 30, 2004).
Similarly, on May 21, 2012, EPA
designated areas as unclassifiable/
attainment or nonattainment for the
2008 8-hour ozone NAAQS. EPA
designated Montgomery County as
unclassifiable/attainment for the 2008 8-
hour ozone NAAQS. This designation
became effective on July 20, 2012. See
77 FR 30088 (May 21, 2012). In
addition, on November 16, 2017, areas
were designated for the 2015 8-hour
ozone NAAQS. The Montgomery
County Area was designated attainment/
unclassifiable for the 2015 8-hour ozone
NAAQS, with an effective date of
January 16, 2018. See 82 FR 54232
(November 16, 2017).

A state may submit a request to
redesignate a nonattainment area that is
attaining a NAAQS to attainment, and,
if the area has met other required
criteria described in section 107(d)(3)(E)
of the CAA, EPA may approve the

both to 0.075 ppm. See 73 FR 16436 (March 27,
2008). Additionally, in October 2015, EPA
completed a review of the primary and secondary
ozone NAAQS and tightened them by lowering the
level for both to 0.070 ppm. See 80 FR 65292
(October 26, 2015).
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redesignation request.2 One of the
criteria for redesignation is to have an
approved maintenance plan under CAA
section 175A. The maintenance plan
must demonstrate that the area will
continue to maintain the NAAQS for the
period extending ten years after
redesignation, and it must contain such
additional measures as necessary to
ensure maintenance and such
contingency provisions as necessary to
assure that violations of the NAAQS
will be promptly corrected. Eight years
after the effective date of redesignation,
the state must also submit a second
maintenance plan to ensure ongoing
maintenance of the NAAQS for an
additional ten years pursuant to CAA
section 175A(b) (i.e., ensuring
maintenance for 20 years after
redesignation).

EPA has published long-standing
guidance for states on developing
maintenance plans.3 The Calcagni
memo provides that states may
generally demonstrate maintenance by
either performing air quality modeling
to show that the future mix of sources
and emission rates will not cause a
violation of the NAAQS or by showing
that projected future emissions of a
pollutant and its precursors will not
exceed the level of emissions during a
year when the area was attaining the
NAAQS (i.e., attainment year
inventory). See Calcagni memo at page
9. EPA clarified in three subsequent
guidance memos that certain areas
could meet the CAA section 175A
requirement to provide for maintenance
by showing that the area was unlikely
to violate the NAAQS in the future,
using information such as the area’s
design value 4 being significantly below
the standard and the area having a
historically stable design value.5 EPA

2 Section 107(d)(3)(E) of the CAA sets out the
requirements for redesignating a nonattainment area
to attainment. They include attainment of the
NAAQS, full approval of the applicable SIP
pursuant to CAA section 110(k), determination that
improvement in air quality is a result of permanent
and enforceable reductions in emissions,
demonstration that the state has met all applicable
section 110 and part D requirements, and a fully
approved maintenance plan under CAA section
175A.

3John Calcagni, Director, Air Quality
Management Division, EPA Office of Air Quality
Planning and Standards (OAQPS), “‘Procedures for
Processing Requests to Redesignate Areas to
Attainment,” September 4, 1992 (Calcagni memo).

4The ozone design value for a monitoring site is
the 3-year average of the annual fourth-highest daily
maximum 8-hour average ozone concentrations.
The design value for an ozone area is the highest
design value of any monitoring site in the area.

5See “Limited Maintenance Plan Option for
Nonclassifiable Ozone Nonattainment Areas,” from
Sally L. Shaver, OAQPS, November 16, 1994;
“Limited Maintenance Plan Option for
Nonclassifiable CO Nonattainment Areas,” from

refers to a maintenance plan containing
this streamlined demonstration as an
LMP.

EPA has interpreted CAA section
175A as permitting the LMP option
because section 175A of the Act does
not define how areas may demonstrate
maintenance, and in EPA’s experience
implementing the various NAAQS,
areas that qualify for an LMP and have
approved LMPs have rarely, if ever,
experienced subsequent violations of
the NAAQS. As noted in the LMP
guidance memoranda, states seeking an
LMP must still submit the other
maintenance plan elements outlined in
the Calcagni memo, including: An
attainment emissions inventory,
provisions for the continued operation
of the ambient air quality monitoring
network, verification of continued
attainment, and a contingency plan in
the event of a future violation of the
NAAQS. Moreover, a state seeking an
LMP must still submit its section 175A
maintenance plan as a revision to its
SIP, with all attendant notice and
comment procedures. While the LMP
guidance memoranda were originally
written with respect to certain NAAQS,8
EPA has extended the LMP
interpretation of section 175A to other
NAAQS and pollutants not specifically
covered by the previous guidance
memos.”

In a notice of proposed rulemaking
(NPRM), published on September 23,
2021 (86 FR 52864), EPA proposed to
approve Tennessee’s LMP because the
State made a showing, consistent with
EPA’s prior LMP guidance, that the
Area’s ozone concentrations are well
below the 1997 8-hour ozone NAAQS
and have been historically stable and
that it met the other maintenance plan
requirements. The details of Tennessee’s
submission and the rationale for EPA’s
action are explained in the NPRM.
Comments on the September 23, 2021,
NPRM were due on or before October
25, 2021. EPA did not receive any
comments on the September 23, 2021,
NPRM.

Joseph Paisie, OAQPS, October 6, 1995; and
“Limited Maintenance Plan Option for Moderate
PM,o Nonattainment Areas,” from Lydia Wegman,
OAQPS, August 9, 2001. Copies of these guidance
memoranda can be found in the docket for this
rulemaking.

6 The prior memos addressed: Unclassifiable
areas under the 1-hour ozone NAAQS,
nonattainment areas for the PM, (particulate matter
with an aerodynamic diameter less than 10
microns) NAAQS, and nonattainment for the carbon
monoxide (CO) NAAQS.

7 See, e.g., 79 FR 41900 (July 18, 2014) (approval
of the second ten-year LMP for the Grant County
1971 SO, maintenance area).

II. Final Action

EPA is taking final action to approve
the Montgomery County Area LMP for
the 1997 8-hour ozone NAAQS,
submitted by TDEC on June 23, 2020, as
a revision to the Tennessee SIP. EPA is
approving the Montgomery County Area
LMP because it includes a sufficient
update of the various elements of the
1997 8-hour ozone NAAQS
Maintenance Plan approved by EPA for
the first 10-year portion of the
maintenance period (including
emissions inventory, assurance of
adequate monitoring and verification of
continued attainment, and contingency
provisions) and retains the relevant
provisions of the SIP under sections
110(k) and 175A of the CAA.

EPA also finds that the Montgomery
County Area qualifies for the LMP
option and that the Montgomery County
Area LMP is sufficient to provide for
maintenance of the 1997 8-hour ozone
NAAQS in the Clarksville-Hopkinsville
Area over the second 10-year
maintenance period (i.e., through 2025).

III. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable Federal regulations.
See 42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. This action merely approves
state law as meeting Federal
requirements and does not impose
additional requirements beyond those
imposed by state law. For that reason,
this action:

e Is not a significant regulatory action
subject to review by the Office of
Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104—4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);
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¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

e Is not subject to requirements of
section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

The SIP is not approved to apply on
any Indian reservation land or in any
other area where EPA or an Indian tribe
has demonstrated that a tribe has
jurisdiction. In those areas of Indian
country, the rule does not have tribal
implications as specified by Executive
Order 13175 (65 FR 67249, November 9,
2000), nor will it impose substantial
direct costs on tribal governments or
preempt tribal law.

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement

Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by January 31, 2022. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this action for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. See section
307(b)(2).

List of Subjects in 40 CFR Part 52

Environmental Protection, Air
Pollution Control, Incorporation by
Reference, Intergovernmental Relations,
Nitrogen Oxides, Ozone, Reporting and
Recordkeeping Requirements, Volatile
Organic Compounds.

Dated: November 26, 2021.
John Blevins,
Acting Regional Administrator, Region 4.

For the reasons stated in the
preamble, EPA amends 40 CFR part 52
as follows:

PART 52—APPROVAL AND
PROMULGATION OF
IMPLEMENTATION PLANS

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

m 2.In §52.2220 amend the table in
paragraph (e) by adding, at the end of
the table, the entry “1997 8-Hour Ozone
Second 10-Year Limited Maintenance
Plan for the Montgomery County,
Tennessee Area’ to read as follows:

§52.2220 Identification of plan.
* * * * *
(e) * *x %

EPA-APPROVED TENNESSEE NON-REGULATORY PROVISIONS

. . State
Name of non-regulatory SIP Applicable geographic or - :
provision nonattainment area efgaaﬁtéve EPA approval date Explanation
1997 8-Hour Ozone Second 10- Montgomery County .........c.ccccccenene 6/10/2020 12/2/2021, [Insert citation of publi-

Year Limited Maintenance Plan
for the Montgomery County, Ten-
nessee Area.

cation].

* * * * *

[FR Doc. 2021-26143 Filed 12—1-21; 8:45 am|
BILLING CODE 6560-50-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

42 CFR Part 100
RIN 0906—-AB27

National Vaccine Injury Compensation
Program: Adding the Category of
Vaccines Recommended for Pregnant
Women to the Vaccine Injury Table

AGENCY: Health Resources and Services
Administration (HRSA), Department of
Health and Human Services (HHS).
ACTION: Final rule.

SUMMARY: On April 4, 2018, the
Secretary of Health and Human Services

(the Secretary) published in the Federal
Register a notice of proposed
rulemaking (NPRM) to amend the
National Vaccine Injury Compensation
Program (VICP or Program) Vaccine
Injury Table (Table), consistent with the
statutory requirement to include
vaccines recommended by the Centers
for Disease Control and Prevention
(CDC) for routine administration in
pregnant women. Specifically, the
Secretary sought public comment
regarding how the addition of this new
category should be formatted on the
Table. Through this final rule, the
Secretary amends the Table to add
“and/or pregnant women’ after
“children” to the existing language in
Item XVII as proposed in the NPRM.
This change will apply only to petitions
for compensation under the VICP filed
after the effective date of this final rule.

DATES: This rule is effective January 3,
2022.

FOR FURTHER INFORMATION CONTACT:
Tamara Overby, Acting Director,
Division of Injury Compensation
Programs, Healthcare Systems Bureau,
HRSA, 5600 Fishers Lane, Room
8N146B, Rockville, MD 20857, or by
telephone (855) 266—2427. This is a toll-
free number.

SUPPLEMENTARY INFORMATION:

I. Background

The National Childhood Vaccine
Injury Act of 1986, title III of Public Law
99-660 (42 U.S.C. 300aa-10 et seq.),
established the VICP, a Federal
compensation program for individuals
thought to be injured by certain
vaccines. The statute governing the
VICP has been amended several times
since 1986 and will be hereinafter
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referred to as “the Vaccine Act.”
Petitions for compensation under the
VICP are filed in the United States Court
of Federal Claims (Court), with a copy
served on the Secretary, who is the
“Respondent.” The Court, acting
through judicial officers called Special
Masters, makes findings as to eligibility
for, and the amount of, compensation.

To gain entitlement to compensation
under this Program, a petitioner must
establish that a vaccine-related injury or
death has occurred, either by proving
that a vaccine actually caused or
significantly aggravated an injury
(causation-in-fact) or by demonstrating
the occurrence of what is referred to as
a “Table injury.” That is, a petitioner
may show that the vaccine recipient
suffered an injury of the type
enumerated in the regulations at 42 CFR
100.3—the “Vaccine Injury Table”—
corresponding to the vaccination in
question and that the onset of such
injury took place within the period also
specified in the Table. If so, the injury
is presumed to have been caused by the
vaccination, and the petitioner is
entitled to compensation (assuming that
other Vaccine Act requirements are
satisfied) unless the respondent
affirmatively shows that the injury was
caused by some factor other than the
vaccination (see 42 U.S.C. 300aa—
11(c)(1)(C)(1), 300aa—13(a)(1)(B), and
300aa—14(a)).

Revisions to the Table are authorized
under 42 U.S.C. 300aa—14(c) and (e).
Prior to the 21st Century Cures Act
(Cures Act) (Pub. L. 114-255), the only
vaccines covered under the VICP were
those recommended by the CDC for
routine administration to children (for
example, vaccines that protect against
seasonal influenza), are subject to an
excise tax by Federal law, and added to
the Table by the Secretary. The Table
currently includes 17 vaccine
categories, with 16 categories for
specific vaccines, as well as their
corresponding illness, disability, injury,
or condition covered, and the requisite
time within which the first symptom or
manifestation of onset or significant
aggravation must begin after the vaccine
administration to receive the Table’s
legal presumption of causation. One
category of the Table, “Item XVII,”
includes, “Any new vaccine
recommended by the Centers for Disease
Control and Prevention for routine
administration to children, after
publication by the Secretary of a notice
of coverage.” Two injuries—Shoulder
Injury Related to Vaccine
Administration (SIRVA) and vasovagal
syncope—are listed as associated
injuries for this category. Through this
general category, new vaccines

recommended by the CDC for routine

administration to children and subject
to an excise tax are covered under the

VICP prior to being added to the Table
as a separate vaccine category.

The Cures Act amended 42 U.S.C.
300aa—14(e) to expand the types of
vaccines covered under the VICP. See
section 3093(c)(1) of the Cures Act. The
amended statute requires that the
Secretary revise the Table to include
vaccines recommended by the CDC for
routine administration in pregnant
women (and subject to an excise tax by
Federal law). See 42 U.S.C. 300aa—
14(e)(3). This action does not alter the
current status quo because the CDC has
not recommended any categories of
vaccines for routine administration to
pregnant women that are not also
recommended for routine
administration to children.

Summary of the Final Rule

As discussed in the NPRM (83 FR
14391), Congress enacted a mechanism
for modification of the Table, through
the promulgation of regulatory changes
by the Secretary after consultation with
the Advisory Commission on Childhood
Vaccines (ACCV). The Secretary is
revising the Table to include new
vaccines recommended by the CDC for
routine administration in pregnant
women in Item XVII of the Table. On
September 8, 2017, the Program
consulted the ACCV regarding options
for adding this new category of vaccines
to the Table. The ACCV voted
unanimously to amend the existing
language in Item XVII of the Table to
add “‘and/or pregnant women” after
“children” authorizing coverage under
the VICP of any new vaccine
recommended by CDC for routine
administration in pregnant women (and
subject to an excise tax) after the
publication of a notice of coverage. The
ACCV viewed this option as a simple
approach to revising the Table, rather
than adding a new general Item XVIII to
the Table for vaccines recommended for
routine administration in pregnant
women. Therefore, following the
ACCV’s recommendation, the Secretary
has amended the existing language in
Item XVII of the Table to add “and/or
pregnant women” after “children.” This
amendment allows any new vaccine
recommended by the CDC for routine
administration in pregnant women (and
subject to an excise tax) to be added to
this general category of the Table after
the Secretary publishes a notice of
coverage. The publication of a notice of
coverage reflects the Secretary’s
approval of CDC’s recommendation and
the determination that the statutory

requirements for coverage under the
VICP have been met.

The Secretary also has retained the
two injuries currently associated with
Item XVII of the Table, SIRVA and
vasovagal syncope, as Table injuries for
vaccines recommended by the CDC for
routine administration in pregnant
women. In its 2012 Report, “Adverse
Effects of Vaccines: Evidence and
Causality,” the Institute of Medicine
considered SIRVA and vasovagal
syncope as mechanistic injuries
resulting from the injection of a vaccine
and not from the contents of a particular
formulation of a vaccine. Thus, these
conditions are listed as Table injuries
for any new vaccine recommended by
the CDC for routine administration to
children (after the imposition of an
excise tax and publication by the
Secretary of a notice of coverage) to
account for any new injected vaccines
that potentially may lead to SIRVA or
vasovagal syncope. Therefore, the
Secretary also has included these
injuries on the Table for new vaccines
recommended by the CDC for routine
administration in pregnant women.

VICP petitions must be filed within
the applicable statutes of limitations.
With the Table change, the general
statutes of limitations applicable to
petitions filed with the VICP, set forth
in 42 U.S.C. 300aa—16(a), continue to
apply. The alternate statute of
limitations afforded by 42 U.S.C. 300aa—
16(b) does not apply to this Table
change. This is because, at present,
there are no vaccines added to the Table
under the revised general category,
since the only vaccines the CDC
currently recommends for routine
administration in pregnant women are
already covered on the Table. In the
future, when any new vaccine, not
already covered under the VICP, is
recommended by the CDC for routine
administration in pregnant women,
subject to an excise tax, and added to
the Table, the alternate statute of
limitations afforded by 42 U.S.C. 300aa—
16(b) would apply if certain
requirements are met.!

II. Responses to Public Comments

The NPRM provided a 180-day
comment period (April 4, 2018—-October
1, 2018), and HRSA received 51
comments during that time, including
during a public hearing. There were 48
written comments submitted. The

1Under 42 U.S.C. 300aa—16(b), the alternate
statute of limitations applies where the effect of the
revision would make an individual, who was not
eligible before the revision, eligible to seek
compensation under the Program or to significantly
increase the individual’s likelihood of obtaining
compensation.
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number and sources of the comments
are as follows: 44 from individuals, two
from pharmaceutical companies, and
two from organizations, with one stating
it represents 12 other entities. In
addition, HRSA held a public hearing
on the NPRM on September 17, 2018,
and a national organization and two
individuals presented oral comments.

While the Secretary only sought
public comment on how best to
implement the statutory amendment to
add vaccines recommended by the CDC
for routine administration in pregnant
women to the Table, many commenters
offered comments beyond the scope of
the request. Nevertheless, the Secretary
carefully considered all 51 comments
received in the development of this final
rule. Below is a summary of the
comments and the Secretary’s response
to them.

Comment: Several comments
supported the addition of vaccines
recommended for routine
administration in pregnant women to
the Table, stating that maternal
immunization will improve the health
of the mother, her unborn child,
newborns, and the overall health of the
nation.

Response: Based on existing evidence
and data trends, the Secretary agrees
that the eradication and reduction of
vaccine-preventable diseases through
immunization has directly increased life
expectancy by reducing mortality.
Pregnant women are at risk for vaccine-
preventable disease—related morbidity
and mortality and adverse pregnancy
outcomes, including congenital
anomalies, spontaneous abortion,
preterm birth, and low birth weight. In
addition to providing direct maternal
benefit, vaccination during pregnancy
likely provides direct fetal and infant
benefit through passive immunity
(transplacental transfer of maternal
vaccine-induced antibodies). Among the
vaccines recommended by the CDC for
adults, currently, two are specifically
recommended for routine
administration during pregnancy, and
hepatitis A, hepatitis B, meningococcal
(ACWY), and meningococcal (B) are
recommended in pregnancy based on
additional risk factors.

Comment: A comment supporting the
proposed changes in the NPRM suggests
that the recommendations of the CDC
should be included as additional
language on the Table, supporting the
safe administration of vaccines in
pregnant women.

Response: The Table does not include
language about the safe administration
of vaccines, as the purpose of the Table
is to list and explain injuries and/or
conditions that are presumed to be

caused by covered vaccines, unless
another cause is proven, for potential
compensation under the VICP.
However, CDC develops best practice
guidance for the safe administration of
vaccines that can be found at https://
www.cdc.gov/vaccines/hcp/acip-recs/
index.html.

Comment: Comments supporting the
proposed changes in the NPRM
indicated that the CDC
recommendations for the administration
of routine vaccination to pregnant
women would result in increased
communication and knowledge around
vaccines recommended for pregnant
women, leading to increased informed
consent and facilitate decision-making
regarding immunizations. In addition,
this may result in the development of
new vaccines for pregnant women.

Response: Recommendations for the
routine use of vaccines in pregnant
women are issued by the CDC and are
harmonized to the greatest extent
possible with recommendations made
by the American College of
Gynecologists and Obstetricians, the
American Academy of Family
Physicians, and the American College of
Physicians. The Advisory Committee on
Immunization Practices, established in
1964 by the Surgeon General of the
United States, is chartered as a Federal
advisory committee to provide expert
external advice and guidance to the
Director of the CDC on the use of
vaccines in the civilian population. The
Advisory Committee on Immunization
Practices makes recommendations to the
Director of the CDC for vaccines
authorized or licensed by the Food and
Drug Administration for the prevention
of diseases. Providing information
regarding whether these
recommendations increase
communication and knowledge around
vaccines recommended for pregnant
women, and facilitating decision-
making regarding immunizations, is
beyond the scope of this final rule.

Comment: Some comments
supporting the proposed changes in the
NPRM suggested that adding the
category of pregnant women to the
Table would allow the VICP to function
more efficiently and pregnant women
would have recourse should an alleged
injury occur.

Response: The Secretary agrees that
the addition of the category of vaccines
recommended for routine
administration in pregnant women to
the Table will make the VICP function
more efficiently. The addition of such
vaccines to Item XVII of the Table will
allow any new vaccines that in the
future are recommended by the CDC for
routine administration in pregnant

women (and subject to an excise tax) to
be covered under the VICP after the
Secretary issues a notice of coverage,
without requiring further rulemaking.

In addition, the Table lists covered
vaccines and associated injuries, making
it easier for some people to get
compensation. The Table lists and
explains injuries and/or conditions that
are presumed to be caused by vaccines
unless another cause is proven. The
Table’s Qualification and Aids to
Interpretation define some of the
injuries and/or conditions listed on the
Table. The Table also lists periods in
which the first symptom of these
injuries and/or conditions must occur
after receiving the vaccine to receive the
Table’s presumption of causation. If the
first symptom of an injury and/or
condition listed on the Table occurs
within the listed time, and any
associated definition(s) included in the
Qualification and Aids to Interpretation
are satisfied, it is presumed that the
vaccine was the cause of the injury or
condition unless another cause is
proven.

Comment: Several comments opposed
the proposed changes in the NPRM
because they stated that the
administration of vaccines to pregnant
women and their unborn children
causes injuries, such as miscarriages,
pre-eclampsia, cancer, autism,
neurodevelopmental disorders of
infants, and learning disabilities. Some
opposed the addition of the category of
pregnant women to the Table because
they believe that there is a lack of
vaccine safety testing and studies,
especially regarding the administration
of vaccines in pregnant women. Some
comments suggested there is no
scientific evidence that vaccinating
pregnant women is safe or advantageous
and that there are limited benefits and
increased risks for vaccinating pregnant
women. In addition, some adamantly
opposed all vaccinations.

Response: As noted in the NPRM, a
recent amendment to the Vaccine Act
requires that the Secretary revise the
Table to include vaccines recommended
by the CDC for routine administration in
pregnant women (and subject to an
excise tax by Federal law). See 42 U.S.C.
300aa—14(e)(3).

Moreover, the United States has a
long-standing vaccine safety program
that closely and constantly monitors the
safety of vaccines. A critical part of the
vaccine safety program is the CDC’s
Immunization Safety Office, which
identifies possible vaccine side effects
and conducts studies to determine
whether health problems are caused by
vaccines. Information regarding vaccine
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safety and current research are available
by conducting literature reviews.

Pregnant women are at risk for
vaccine-preventable disease-related
morbidity and mortality and adverse
pregnancy outcomes, including
congenital anomalies, spontaneous
abortion, preterm birth, and low birth
weight. In addition to providing direct
maternal benefit, vaccination during
pregnancy may provide direct fetal and
infant benefit through passive immunity
(transplacental transfer of maternal
vaccine-induced antibodies).

Existing evidence and data trends
indicate that the eradication and
reduction of vaccine-preventable
diseases through immunization has
directly increased life expectancy by
reducing mortality. In addition,
numerous published and peer-reviewed
scientific studies have found that
neither vaccines nor vaccine ingredients
cause the neurodevelopmental disorders
of autism, Attention-Deficit/
Hyperactivity Disorder, or speech or
language delay.

Comment: Some comments opposing
the proposed changes in the NPRM
stated that pregnant women are often
coerced or forced to be vaccinated
without being given information about
possible vaccine side effects to
themselves and/or their unborn child/
children.

Response: This final rule does not
require vaccines for pregnant women.
However, the CDC and the American
Academy of Pediatrics, as well as other
medical organizations, publish
information regarding the safety of
recommended vaccines. In addition,
Vaccine Information Statements, which
are information sheets produced by the
CDC that explain both the benefits and
risks of VICP-covered vaccines, are
required to be provided to all
individuals, or their legal
representatives, before receiving such
vaccines. However, the decision to
ultimately be vaccinated rests with the
individual or legal representative.

Comment: Some comments opposing
the NPRM stated that by recommending
vaccines to pregnant women, liability
protection is conferred upon vaccine
manufacturers and that this creates a
disincentive to conduct safety research
on vaccines. Some stated a belief that
the addition of pregnant women will
now eliminate the pregnant woman’s
right to sue for damages.

Response: The Vaccine Act created
the VICP, a no-fault alternative to the
traditional tort system. It provides
compensation to people thought to be
injured by vaccines recommended by
the CDC for routine administration to
children and now pregnant women.

When a vaccine is added to the Vaccine
Injury Table, it is covered under the
VICP. To help ensure a stable vaccine
supply, the VICP generally provides
liability protection for vaccine
manufacturers and health care providers
for injuries caused by VICP-covered
vaccines. Claims alleging injuries or
death from certain vaccines generally
must be filed with the VICP before a
lawsuit can be filed in civil court.

Comment: Some comments opposed
the addition of the category of vaccines
recommended for routine
administration in pregnant women to
the Table, as this would provide vaccine
manufacturers the ability to increase
revenue by having a new population to
target with their products.

Response: As noted previously, the
Secretary is required by statute to revise
the Table to include vaccines
recommended by the CDC for routine
administration in pregnant women (and
subject to an excise tax by Federal law).
See 42 U.S.C. 300aa—14(e)(3).

Comment: Some comments opposing
the change proposed in the NPRM
suggested that the VICP be eliminated.

Response: The Vaccine Act
established the VICP, and Congress
would need to enact legislation to
eliminate the VICP. Eliminating the
Program is beyond the scope of this
final rule.

Comment: Some comments
supporting and opposing the changes
proposed in the NPRM suggested
additional changes to the Table, such as
adding injuries to the Table.
Commenters opposing changes
proposed in the rule stated that vaccines
cause miscarriages and other conditions,
such as chorioamnionitis, encephalitis/
encephalopathy, Guillain-Barré
Syndrome, and neurodevelopmental
disorders, and can negatively affect the
offspring of pregnant women who have
undiagnosed genetic disorders. Some
commenters requested that the Table be
revised or expanded to include all
vaccines that could be recommended in
pregnancy and their potential
complications, and vaccines
contraindicated during pregnancy,
including statistics of complications.

Response: Consistent with the
statutory requirement, the Secretary is
revising the Table to include new
vaccines recommended by the CDC for
routine administration in pregnant
women. The Secretary is implementing
this change by amending the existing
language in Item XVII of the Table to
include “and/or pregnant women” after
“children.” This will add to that general
category of the Table, any new vaccine
recommended by the CDC for routine
administration in pregnant women, after

imposition of an excise tax and
publication of a notice of coverage by
the Secretary.

As explained above, in its 2012
Report, “Adverse Effects of Vaccines:
Evidence and Causality,” the Institute of
Medicine considered SIRVA and
vasovagal syncope as mechanistic
injuries resulting from the injection of a
vaccine and not from the contents of a
particular formulation of a vaccine.
Thus, these conditions are listed as
Table injuries for any new vaccine
recommended by the CDC for routine
administration to children or pregnant
women (after the imposition of an
excise tax and publication by the
Secretary of a notice of coverage) to
account for any new injected vaccines
that potentially may lead to SIRVA or
vasovagal syncope. In the future, when
specific vaccines recommended for
routine administration in pregnant
women are added to the Table, the
Secretary will review the literature to
determine if other injuries should be
added to the Table for those new
vaccines.

Comment: Comments supporting and
opposing the proposed change in the
NPRM speculated that there is the
potential for increased compensation for
adverse reactions resulting from
increased injury claims, as both the
mother and her unborn child are now
eligible to file a claim for a vaccine
related injury. Commenters expressed
concern with possible abuse in
reporting and compensation,
compounded by the addition of SIRVA
and vasovagal syncope as injuries to the
Table.

Response: The Secretary is required
by statute to revise the Table to include
vaccines recommended by the CDC for
routine administration in pregnant
women (and subject to an excise tax by
Federal law). See 42 U.S.C. 300aa—
14(e)(3). Additionally, with respect to
vaccination of pregnant women, the
Cures Act permits two VICP petitions to
be filed: One on behalf of a woman who
was pregnant when vaccinated and one
on behalf of her live-born child whose
injury(s) was allegedly sustained in
utero. See 42 U.S.C. 300aa—11(b)(2).

Comment: A commenter questioned
who would be the proper petitioner in
the context of maternal immunization
(i.e., would the petitioner be the
pregnant woman, the child born after
his/her pregnant mother was
vaccinated, or both?).

Response: The Cures Act amended the
Vaccine Act to permit VICP claims filed
on behalf of live-born children for
injuries allegedly sustained in utero as
a result of maternal immunizations with
respect to covered vaccines. See 42
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U.S.C. 300aa—11(f). In addition, the
Cures Act modified the Vaccine Act’s
“one petition” requirement by allowing
two VICP petitions: One on behalf of a
woman who was pregnant when
vaccinated and one on behalf of her
child whose injury(s) was allegedly
sustained in utero. See 42 U.S.C. 300aa—
11(b)(2).

III. Regulatory Impact Analysis

Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
when rulemaking is necessary, to select
regulatory approaches that provide the
greatest net benefits (including potential
economic, environmental, public health,
safety, distributive, and equity effects).
In addition, under the Regulatory
Flexibility Act, if a rule has a significant
economic effect on a substantial number
of small entities, HHS must specifically
consider the economic effect of a rule on
small entities and analyze regulatory
options that could lessen the impact of
the rule.

The Office of Information and
Regulatory Affairs has determined that
this rule is not a ““significant regulatory
action” under section 3(f) of Executive
Order 12866.

HHS has determined that no
substantial additional administrative
and compensation resources are
required to implement the requirements
in this rule. Compensation will be made
in the same manner. As in all other
VICP cases, to be found entitled to
compensation, petitioners will need to
prove by a preponderance of the
evidence either that they meet the
requirements of the Table or that their
injury was caused by the vaccine unless
the respondent affirmatively shows that
the injury was caused by some factor
other than the vaccination. Therefore, in
accordance with the Regulatory
Flexibility Act of 1980 (RFA), and the
Small Business Regulatory Enforcement
Act of 1996, which amended the RFA,
the Secretary certifies that this rule will

not have a significant impact on a
substantial number of small entities.

The National Vaccine Injury
Compensation Program: Adding the
Category of Vaccines Recommended for
Pregnant Women to the Vaccine Injury
Table Final Rule is “not significant”
because no substantial resources are
required to implement the requirements
in this rule. This rule adds ““and/or
pregnant women’’ to the new vaccines
category (Item XVII) on the Table.
Currently, the only vaccines
recommended for routine
administration in pregnant women are
already on the Table because they are
recommended for routine
administration to children and have an
excise tax imposed on them. Therefore,
this final rule does not have a
significant impact on a substantial
number of small entities. Additionally,
this rule does not meet the criteria for
a major rule as defined by Executive
Order 12866 and would have no major
effect on the economy or Federal
expenditures. We have determined that
the final rule is not a “major rule”
within the meaning of the statute
providing for Congressional Review of
Agency Rulemaking, 5 U.S.C. 801.
Similarly, it will not have effects on
state, local, and tribal governments and
on the private sector such as requiring
consultation under the Unfunded
Mandates Reform Act of 1995.

The provisions of this final rule do
not, on the basis of family well-being,
affect the following family elements:
Family safety; family stability; marital
commitment; parental rights in the
education, nurture, and supervision of
their children; family functioning;
disposable income or poverty; or the
behavior and personal responsibility of
youth, as determined under section
654(c) of the Treasury and General
Government Appropriations Act of
1999.

This final rule is not being treated as
a “significant regulatory action” as
defined under section 3(f) of Executive

VACCINE INJURY TABLE

Order 12866. As stated above, this final
rule will modify the Table based on
legal authority.

Impact of the New Rule

This final rule will allow any vaccines
that in the future are recommended by
the CDC for routine administration to
pregnant women and subject to an
excise tax to be covered under the VICP
after the Secretary issues a notice of
coverage, without requiring further
rulemaking. In addition, this final rule
will have the effect of making it easier
for future petitioners alleging injuries
that meet the criteria in the Vaccine
Injury Table to receive the Table’s
presumption of causation, which
relieves them of having to prove that the
vaccine actually caused or significantly
aggravated their injury.

Paperwork Reduction Act of 1995

This final rule has no information
collection requirements.

List of Subjects in 42 CFR Part 100

Biologics, Health insurance,
Immunization.

Xavier Becerra,

Secretary, Department of Health and Human
Services.

Accordingly, 42 CFR part 100 is
amended as set forth below:

PART 100—VACCINE INJURY
COMPENSATION

m 1. The authority citation for 42 CFR
part 100 continues to read as follows:

Authority: Secs. 312 and 313 of Public
Law 99-660 (42 U.S.C. 300aa—1 note); 42
U.S.C. 300aa—10 to 300aa—34; 26 U.S.C.
4132(a); and sec. 13632(a)(3) of Public Law
103-66.

m 2.In §100.3, amend the Table in
paragraph (a) by revising entry “XVII”
to read as follows:

§100.3 Vaccine injury table.
(a) * *x %

Vaccine

lliness, disability,
injury, or condition
covered

Time period for
first symptom or
manifestation of
onset or of significant
aggravation
after vaccine
administration

* *

XVII. Any new vaccine recommended by the Centers for Disease Control and A. Shoulder Injury Related to Vaccine
Prevention for routine administration to children and/or pregnant women,
after publication by the Secretary of a notice of coverage.

* * *

Administration.
B. Vasovagal syncope .........c.cccoeeeeeneene

* *

<48 hours.

<1 hour.
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BILLING CODE 4150-28-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 1 and 63
[IB Docket No. 16—155; FCC 21-104]

Process Reform for Executive Branch
Review of Certain FCC Applications
and Petitions Involving Foreign
Ownership

AGENCY: Federal Communications
Commission.

ACTION: Final action.

SUMMARY: This document summarizes
the Federal Communications
Commission’s (Commission) decision in
the Second Report and Order in the
Process Reform for Executive Branch
Review of Certain FCC Applications and
Petitions Involving Foreign Ownership
proceeding, in which the Commission
adopted Standard Questions that certain
applicants with reportable foreign
ownership will be required to answer as
part of the Executive Branch review
process of their applications.

DATES: The Commission adopted the
Standard Questions on September 30,
2021.

FOR FURTHER INFORMATION CONTACT:
Jocelyn Jezierny, International Bureau,
Telecommunications and Analysis
Division, at (202) 418—-0887 or
Jocelyn.Jezierny@fcc.gov. For
information regarding the PRA
information collection requirements
contained in the PRA, contact Cathy
Williams, Office of the Managing
Director, at (202) 418-2918 or Cathy.
Williams@fcc.gov.

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Second
Report and Order, FCC 21-104, adopted
on September 30, 2021, and released on
October 1, 2021. The full text of this
document is available on the
Commission’s website at https://
docs.fcc.gov/public/attachments/FCC-
21-104A1.pdf. To request materials in
accessible formats for people with
disabilities, send an email to FCC504@
fec.gov or call the Consumer &
Governmental Affairs Bureau at (202)
418-0530 (voice), (202) 418-0432
(TTY).

Supplemental Final Regulatory
Flexibility Analysis

As required by the Regulatory
Flexibility Act of 1980, as amended
(RFA), the Commission has prepared a

Supplemental Final Regulatory
Flexibility Analysis (Supplemental
FRFA) of the possible significant impact
on small entities of the Standard
Questions and procedures addressed in
this Second Report and Order.

Congressional Review Act

The Commission will include a copy
of this Second Report and Order in a
report to be sent to Congress and the
Government Accountability Office
pursuant to the Congressional Review
Act, 5 U.S.C. 801(a)(1)(A).

Synopsis
I. Introduction

1. In this Second Report and Order,
we adopt a set of standardized national
security and law enforcement questions
(Standard Questions) that certain
applicants and petitioners (together,
“applicants”) with reportable foreign
ownership will be required to answer as
part of the Executive Branch review
process of their applications and
petitions (together, “applications”). In
the Executive Branch Review Order, the
Commission adopted rules and
procedures to facilitate a more
streamlined and transparent review
process for coordinating applications
with the Executive Branch agencies (the
Departments of Justice, Homeland
Security, Defense, State, and Commerce,
as well as the United States Trade
Representative) for their views on any
national security, law enforcement,
foreign policy, or trade policy issues
associated with the foreign ownership of
the applicants. The Executive Branch
Review Order also established firm time
frames for the Executive Branch
agencies to complete their review
consistent with Executive Order 13913,
which established the Committee for the
Assessment of Foreign Participation in
the United States Telecommunications
Services Sector (the Committee).? To
expedite the national security and law
enforcement review of such
applications, applicants must provide

1Executive Order No. 13913 of April 4, 2020,
Establishing the Committee for the Assessment of
Foreign Participation in the United States
Telecommunications Services Sector, 85 FR 19643,
19643 through 44 (Apr. 8, 2020) (Executive Order
13913) (establishing the “Committee,” composed of
the Secretary of Defense, the Secretary of Homeland
Security, and the Attorney General of the
Department of Justice, who serves as the Chair, and
the head of another executive department or
agency, or any Assistant to the President, as the
President determines appropriate (Members), and
also providing for Advisors, including the Secretary
of State, the Secretary of Commerce, and the United
States Trade Representative); id. (stating that, “[t]he
security, integrity, and availability of United States
telecommunications networks are vital to United
States national security and law enforcement
interests”).

their answers to the Standard Questions
directly to the Committee prior to or at
the same time they file their
applications with the Commission. This
process would replace the current
practice of the Executive Branch seeking
such threshold information directly
from the applicants after the
Commission refers the applications.

II. Background

2. For over 20 years, the Commission
has referred certain applications that
have reportable foreign ownership to the
Executive Branch agencies for their
review.2 In the Executive Branch Review
Order, the Commission formalized the
review process and established firm
time frames for the Executive Branch
national security and law enforcement
agencies to complete their review,
consistent with Executive Order 13913
that established the Committee in 2020.
The types of applications the
Commission generally refers include
applications for international section
214 authorizations and submarine cable
landing licenses and applications to
assign, transfer control or modify such
authorizations and licenses where the
applicant has reportable foreign
ownership, and all petitions for section
310(b) foreign ownership rulings.3

2In adopting rules for foreign carrier entry into
the U.S. telecommunications market over two
decades ago in its Foreign Participation Order, the
Commission affirmed that it would consider
national security, law enforcement, foreign policy,
and trade policy concerns in its public interest
review of applications for international section 214
authorizations and submarine cable landing
licenses and petitions for declaratory ruling under
section 310(b) of the Act. Rules and Policies on
Foreign Participation in the U.S.
Telecommunications Market; Market Entry and
Regulation of Foreign-Affiliated Entities, IB Docket
Nos. 97-142 and 95-22, Report and Order and
Order on Reconsideration, 12 FCC Rcd 23891,
23919, paragraph 63 (1997) (Foreign Participation
Order), recon. denied, 15 FCC Rcd 18158 (2000).

3 Process Reform for Executive Branch Review of
Certain FCC Applications and Petitions Involving
Foreign Ownership, 1B Docket No. 16-155, Report
and Order, 85 FR 76360 (Nov. 27, 2020), 35 FCC
Red 10927, 10935-38, paragraphs 24 through 28
(2020) (Executive Branch Review Order) (setting out
which types of applications will generally be
referred to the Executive Branch, but noting the
Commission has the discretion to refer additional
types of applications if we find that the specific
circumstances of an application require the input of
the Executive Branch); see also Erratum (Appendix
B—Final Rules), DA 20-1404 (OMD/IB rel. Nov. 27,
2020), 47 GFR 1.40001(a)(1); Numbering Policies for
Modern Communications, WC Docket No. 13-97;
Telephone Number Requirements for IP-Enabled
Service Providers, WC Docket No. 07—-243;
Implementation of TRACED Act Section 6(a)—
Knowledge of Customers by Entities with Access to
Numbering Resources, WC Docket No. 20-67;
Process Reform for Executive Branch Review of
Certain FCC Applications and Petitions Involving
Foreign Ownership, IB Docket No. 16—155, Further
Notice of Proposed Rulemaking, FCC 21 through 94,
paragraphs 23 through 29 (2021) (seeking comment
on referring certain numbering applications to the
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3. Among other requirements of the
Executive Order, for applications
referred by the Commission, the
Committee has 120 days for initial
review, plus an additional 90 days for
secondary assessment if the Committee
determines that the risk to national
security or law enforcement interests
cannot be mitigated with standard
mitigation measures.* The Executive
Order states that the 120-day initial
review period starts when the Chair of
the Committee determines that an
applicant has provided complete
responses to the Standard Questions.

4. In the Executive Branch Review
Order, the Commission required (1)
international section 214 authorization
and submarine cable landing license
applicants with reportable foreign
ownership and (2) petitioners for a
foreign ownership ruling under section
310(b) whose applications are not
excluded from routine referral, to
provide specific information regarding
ownership, network operations, and
other matters when filing their
applications. The Commission adopted
the following five categories of
information that will be required by rule
from applicants, but did not adopt the
specific questions: (1) Corporate
structure and shareholder information;
(2) relationships with foreign entities;
(3) financial condition and
circumstances; (4) compliance with
applicable laws and regulations; and (5)
business and operational information,
including services to be provided and
network infrastructure. The Commission
directed the International Bureau
(Bureau) to develop, solicit comment
on, and make publicly available on the
Commission’s website the Standard
Questions. The Commission also
directed the Bureau to maintain and
update the Standard Questions, as
needed. The rules require applicants to
submit responses to the Standard
Questions directly to the Committee
prior to, or at the same time as, the filing
of certain applications with the

Executive Branch). Pursuant to the new rules, an
applicant for an international section 214
authorization or submarine cable license is
considered to have “reportable foreign ownership”
when any foreign owner of the applicant must be
disclosed in the application pursuant to section
63.18(h) of the Commission’s rules. 47 CFR
63.18(h); see Erratum, 47 CFR 1.40001(d).

4 See Executive Order No. 13913, 85 FR at 19645,
§ 5. During the initial review or secondary
assessment of an application, “if an applicant fails
to respond to any additional requests for
information after the Chair determines the
responses are complete, the Committee may either
extend the initial review or secondary assessment
period or make a recommendation to the FCC to
dismiss the application without prejudice.” Id. at

§5(d).

Commission.® As explained in the
Executive Branch Review Order,
responses to the Standard Questions are
only required to be submitted for
applications that the Commission refers
to the Committee. If an application is
not subject to referral, or is subject to
one of the exclusion categories in
section 1.40001(a)(2), then the applicant
need not submit responses to the
Standard Questions to the Committee.®

5. Under the Commission’s rules, the
Committee has up to 30 days after the
Commission refers an application to
send further specifically tailored
questions (Tailored Questions) to an
applicant in the event that additional
information is needed to conduct the
national security and law enforcement
review of the application. The initial
120-day review time frame begins when
the Committee Chair notifies the
Commission that it has determined that
the responses to the national security
and law enforcement questions are
complete.”

5 Executive Branch Review Order, 35 FCC Rcd at
10946, paragraphs 48 through 49; see Erratum, 47
CFR 1.40003(a), 47 CFR 1.767(i), 1.5001(m),
63.18(p) (effective date delayed indefinitely, see 85
FR 76360, Nov. 27, 2020). Currently, and consistent
with the national security and law enforcement
agencies’ practice prior to release of the Executive
Branch Review Order, the Committee generally
initiates review of a referred application by sending
the applicant a set of questions seeking further
information (that is, after an application has been
filed). The applicant provides answers to these
questions and any follow-up questions directly to
the Committee, without involvement of
Commission staff. The Committee uses the
information gathered through the questions to
conduct its review and determine whether it needs
to negotiate a mitigation agreement, which can take
the form of a letter of assurances or national
security agreement with the applicant to address
potential national security or law enforcement
issues. See Executive Branch Review Order, 35 FCC
Rcd at 10929 through 30, paragraph 5.

6 Since the Executive Branch Review Order
specifically stated that applicants whose
application comes within the categories of
applications generally excluded from referral will
not be required to submit responses to the Standard
Questions, we see no need to make any changes to
address MLB’s suggestion that an applicant
submitting an application that fits within the
referral exclusion categories ‘‘should only be
required to complete a certification to that effect
and be able to forgo responding to the Standard
Questions.” See Executive Branch Review Order, 35
FCC Rcd at 10942, paragraph 40, n.107.

747 CFR 1.40004(e)(1) (‘“In the event that the
Executive Branch has not transmitted the tailored
questions to an applicant within thirty (30) days of
the Commission’s referral of an application,
petition, or other filing, the Executive Branch may
request additional time by filing a request in the
public record established in all applicable
Commission file numbers and dockets associated
with the application, petition, or other filing. The
Commission, in its discretion, may allow an
extension or start the Executive Branch’s 120-day
review clock immediately. If the Commission
allows an extension and the Executive Branch does
transmit the tailored questions to the applicant,
petitioner, or other filer within the authorized
extension period, the initial 120-day review period

6. Standard Questions Public Notice.
On December 30, 2020, the Bureau
released a public notice seeking
comment on six separate sets of
Standard Questions and a supplement
for the provision of personally
identifiable information (PII), all of
which are based on questions that the
Committee currently provides to
applicants after our referral of an
application.? Specifically, the Bureau
invited comment on specific suggested
changes to language in the questions
contained in the following documents:

e Attachment A—Standard Questions
for an International Section 214
Authorization Application.? Standard
Questions for an international section
214 authorization application filed
pursuant to 47 CFR 63.18, including a
modification of an existing
authorization;

e Attachment B—Standard Questions
for an Application for Assignment or
Transfer of Control of an International
Section 214 Authorization.1° Standard
Questions for an assignment or transfer
of control of an international section
214 authorization application filed
pursuant to 47 CFR 63.24;

e Attachment C—Standard Questions
for a Submarine Cable Landing License
Application.* Standard Questions for a
cable landing license application filed
pursuant to 47 CFR 1.767 including a
modification of an existing license;

e Attachment D—Standard Questions
for an Application for Assignment or
Transfer of Control of a Submarine
Cable Landing License.12 Standard

will begin on the date that Executive Branch
determines the applicant’s, petitioner’s, or other
filer’s responses to be complete. If the Executive
Branch does not transmit the tailored questions to
the applicant, petitioner, or other filer within the
authorized extension period, the Commission, in its
discretion, may start the initial 120-day review
period.”).

8 International Bureau Seeks Comment on
Standard Questions for Applicants Whose
Applications Will Be Referred to the Executive
Branch for Review Due to Foreign Ownership, 1B
Docket No. 16-155, Public Notice, 35 FCC Rcd
14906 (IB 2020), 86 FR 12312 (Mar. 3, 2021)
(Standard Questions Public Notice).

9 Standard Questions Public Notice, Attachment
A—Standard Questions for an International Section
214 Authorization Application, 35 FCC Red at
14911 (Attachment A/International Section 214).

10 Standard Questions Public Notice, Attachment
B—Standard Questions for an Application for an
Assignment or Transfer of Control of an
International Section 214 Authorization, 35 FCC
Rcd at 14924 (Attachment B/International Section
214 Assignment or Transfer).

11 Standard Questions Public Notice, Attachment
C—Standard Questions for Submarine Cable
Landing License Application, 35 FCC Rcd at 14938
(Attachment C/Submarine Cable Application).

12 Standard Questions Public Notice, Attachment
D—Standard Questions for an Application for
Assignment or Transfer of Control of a Submarine
Cable Landing License, 35 FCC Rcd at 14951

Continued
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Questions for an assignment or transfer
of control of a cable landing license
application filed pursuant to 47 CFR
1.767;

e Attachment E—Standard Questions
for a Section 310(b) Petition for
Declaratory Ruling Involving a
Broadcast Licensee.13 Standard
Questions for a petition for declaratory
ruling for foreign ownership in a
broadcast licensee above the
benchmarks in section 310(b) of the
Communications Act (the Act) filed
pursuant to 47 CFR 1.5000-1.5004;

e Attachment F—Standard Questions
for a Section 310(b) Petition for
Declaratory Ruling Involving a Common
Carrier Wireless or Common Carrier
Earth Station Licensee.14 Standard
Questions for a petition for declaratory
ruling for foreign ownership in a
common carrier wireless or common
carrier earth station licensee above the
benchmarks in section 310(b) of the Act
filed pursuant to 47 CFR 1.5000-1.5004;
and

e Attachment G—Personally
Identifiable Information (PII)
Supplement.5 Each set of Standard
Questions references a supplement to
assist the Committee in identifying PII.

III. Discussion

7. Based on the comments in the
record, we adopt the Standard
Questions largely as proposed in the
Standard Questions Public Notice, with
some important changes to more
narrowly tailor and clarify the
instructions and certain questions that
will decrease the burdens on applicants.
We find that the Standard Questions—
with these changes and clarified
instructions—will ensure that the
Committee has the information it needs
to conduct its national security and law
enforcement review, while also
addressing concerns raised by
commenters that certain questions were
unclear or overly burdensome.

A. Terminology

8. Clarification and Improvement of
Definitions. The instructions section in

(Attachment D/Submarine Cable Assignment or
Transfer).

13 Standard Questions Public Notice, Attachment
E—Standard Questions for Section 310(b) Petition
for Declaratory Ruling Involving a Broadcast
Licensee, 35 FCC Rcd at 14965 (Attachment E/
Broadcast Section 310(b) PDR).

14 Standard Questions Public Notice, Attachment
F—Standard Questions for Section 310(b) Petition
for Declaratory Ruling Involving a Common Carrier

Wireless or Common Carrier Earth Station Licensee,

35 FCC Rcd at 14979 (Attachment F/Common
Carrier Wireless or Earth Station PDR).

15 Standard Questions Public Notice, Attachment
G—Personally Identifiable Information (PII)
Supplement, 35 FCC Rcd at 14993 (Attachment G/
PII).

each questionnaire contains definitions
of key terms. The term ““Corporate
Officer” is defined in all attachments to
encompass ‘‘Senior Officers,” a
separately defined term. As proposed,
each set of Standard Questions included
a definition of “Senior Officer,” but
only Attachment E/Broadcast Section
310(b) PDR included the term ‘““Senior
Vice President” in the definition as an
example of a “Senior Officer.” MLB
states that ‘“the Standard Questions
include separate definitions for
‘corporate officer,” ‘senior officer,” and
‘director,” even though the questions
themselves do not distinguish between
these categories because they seek the
same information from all individuals
in these managerial roles.” With respect
to Attachment E/Broadcast Section
310(b) PDR, NAB states that by only
including Senior Vice President in this
attachment’s definition of “Senior
Officer,” it puts “an undue and
unjustified burden on broadcast
petitioners” because broadcasters assign
the title of Senior Vice President to
numerous employees, many of whom
have no ability to make executive
decisions at the company level. NAB
recommends that the term ““Senior
Officer” should be limited to those
officers who have authority to make
executive decisions at the company
level.

9. We agree that the definition of
“Senior Officer” should be modified to
be consistent across all the Standard
Questions. Specifically, as suggested by
NAB, we modify the definition of
“Senior Officer” to capture any
individual with authority to act on
behalf of the entity, not by an
individual’s title. In the Standard
Questions, the definition of “Senior
Officer” is modified to include: “any
individual that has actual or apparent
authority to act on behalf of the Entity.
Depending upon the circumstances,
such individuals could include the
Chief Executive Officer, the President,
Chief Financial Officer, Chief
Information Officer, Senior Vice
President, Chief Technical Officer, or
Chief Operating Officer.”

10. We reject MLB’s suggestion to
eliminate separate definitions for
“Remote Access” and ‘“Managed
Services.” MLB questions why the terms
“Remote Access’” and “Managed
Services” are defined separately, “even
though these features are functionally
identical for the underlying information
sought by the questions.” MLB suggests
condensing definitions in order to
“lessen the likelihood of confusion over
terms that can be used
interchangeably. . . .”” The Standard
Questions define “Remote Access’ as

“access from a point that is not
physically co-located with the
Applicant’s network facilities, or that is
not at a point within the Applicant’s
network.” The term ‘“Managed
Services” is also referred to as
“Enterprise Services” both of which are
defined as “‘the provision of a complete,
end-to-end communications solution to
customers.” While it is possible that
there may be situations in which an
applicant’s “Managed Services” could
include “Remote Access,” we do not
view the terms as synonymous. We
therefore retain the separate definitions
of these two terms. For consistency with
the questionnaires, we correct an
omission and add the definitions of
“Remote Access” and ‘“Managed
Services” to Attachment F/Common
Carrier Wireless or Earth Station PDR.

11. MLB adds that the terms
“Controlling Interest” and “Immediate
Owner” are defined but not used in any
questions. Contrary to MLB’s claim, the
term “Controlling Interest” is used in
Attachment C/Submarine Cable
Application, Question 3.16 However,
after review of the other questionnaires,
we observed that versions of this
question are used in all other
attachments without using the term
“Controlling Interest.” For clarity and
consistency, we modify this question in
all other attachments to add the term
“Controlling Interest.” We remove
“Immediate Owner” from the
definitions section of all Standard
Questions as that term is not used in
any subsequent questions.

12. We also recognize that the
Standard Questions used inconsistent
terms, and correct these inadvertent
errors in each set of Standard Questions.
For example, we have revised all
questionnaires so that they are
consistent in the use of the defined
terms “Ultimate Owner” and ‘‘Ultimate
Parent.” In addition, questions in the
proposed questionnaires inconsistently
asked for information about Corporate
Officers, Senior Officers, and Directors,
or occasionally just Corporate
Officers.1” We modify the questions

16 Attachment G/Submarine Cable Application,
Question 3 states: “Identify each Individual or
Entity included as part of the submarine cable
system Applicant, specifically identifying any
foreign Entities or Foreign Government-controlled
Entities, including the Ultimate Parent/Owner of
the Applicant and any other Individuals/Entities
holding an Ownership Interest in the chain of
ownership, including a Controlling Interest in the
Applicant.”

17 For example, compare Attachment A/
International Section 214, Question 13, 35 FCC Rcd
at 14916 (“Has the Applicant, any investor with an
Ownership Interest in the Applicant, any of its
Corporate Officers, or any associated foreign
entities . . . "), with Attachment B/International
Section 214 Assignment or Transfer, Question 13,
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such that each time a question asks for
Corporate Officer information, the
question will include Senior Officers
and Directors.

13. Five Percent (5%) Ownership
Interest. We reject comments that
request we modify the definition of
“Ownership Interest.” Each set of
Standard Questions defines an Owner as
“an Individual or Entity that holds an
Ownership Interest in the Applicant/
Licensee” and an Ownership Interest in
turn is defined as “a 5% or greater
equity (non-voting) and/or voting
interest, whether directly or indirectly
held, or a Controlling Interest in the
Applicant, and includes the ownership
in the Ultimate Parent/Owner of the
Applicant and any other Entity(ies) in
the chain of ownership. . . .”
Subsequent questions in each
questionnaire seek information,
including PII, about applicant owners
and entities with ownership interests
(i.e., the 5% or greater interest holders).

14. MLB, NAB, and USTelecom argue
that the Ownership Interest definition is
too expansive and requires applicants to
submit information for owners that have
no influence or control over the
applicant, including as insulated
interest holders. MLB argues that
“[s]ome of the information, including
PII, requested from intermediate or non-
controlling investors should not be
required if the applicant can certify that
the intermediate investor is truly
passive and has no ability to control or
influence the operations of licensee, as
is the case with limited partners in a
private equity fund.” MLB also believes
that “[clompiling and reviewing this
information is a tedious endeavor that
has negligible bearing on the
fundamental questions of foreign
ownership, control, and influence
analyzed by the Committee.”
USTelecom urges the Commission to
“revise the Standard Questions to apply
only to the Commission’s standard 10%
ownership interest because the 5%
threshold would sweep in far too many
owners, with little influence per owner,
and lead to unnecessary complications,
delays and burdens in responding to the
standard questions,” and adds that
“[1large, publicly traded companies may
not have the level of visibility into
entities owning 5% stakes that would
enable them to complete the questions
as proposed.” C&B argues for using a
20% ownership threshold or the ability
to appoint Board members as the basis
for defining Relevant Parties. NAB

35 FCC Rcd at 14929 (“Have any of the Relevant
Parties or any of their Corporate Officers, Senior
Officers, Directors, or any associated foreign entities
. . .”") (emphases added).

contends that a publicly traded
company should be required to provide
only publicly available information
about its shareholders. MLB states that
the questions should be revised to
clarify that PII is sought from only those
individuals or entities in the ownership
chain with control over the applicant
and who participate in “operations or
decision-making related to the applicant
or the licensee.”

15. The Committee staff, in response,
advises that a 5% threshold is
appropriate because in some instances a
less-than-ten percent foreign ownership
interest—or a collection of such
interests—may pose a national security
or law enforcement risk. The Committee
staff adds that when ownership is
widely held, five percent can be a
significant interest and is consistent
with requirements imposed by other
agencies such as the Securities and
Exchange Commission, which requires
disclosure beyond that threshold. The
Committee staff states that a group of
foreign entities or persons, each owning
nine percent and working together,
could easily reach a controlling interest
in a company without having to disclose
any of their interests to the Committee
for certain FCC application types.18 In
addition, the Committee staff states that
retaining the current threshold is
particularly important with respect to
those foreign entities who have been
identified by the Commission and the
Executive Branch as posing a national
security threat.19 Finally, the Committee
staff adds that Commission’s ownership
rules serve their own purpose—for the
Commission’s analysis and for its
referral threshold—while the Committee
reviews the applications for a different
purpose, a comprehensive national
security and law enforcement analysis
as required under Executive Order
13913.

16. While we recognize that requiring
the submission of 5% ownership
information to the Committee is a lower
threshold for information than the 10%

18 FCC Staff/Committee Staff Sept. 7, 2021 Ex
Parte Letter at 2, n.6 (citing 31 CFR 800.208(b)
(2021) (noting for Committee on Foreign Investment
in the United States (CFIUS) reviews that in
“examining questions of control in situations where
more than one foreign person has an ownership
interest in an entity, consideration will be given to
factors such as whether the foreign persons are
related or have formal or informal arrangements to
act in concert’’); 31 CFR 800.256(d) (2021) (when
determining voting interests for CFIUS critical
technology mandatory declarations, providing that
the individual holdings of multiple foreign persons
who are related or have arrangements to act in
concert may be aggregated)).

19[d. at 2-3, n.7 (citing FCC, List of Equipment
and Services Covered by Section 2 of the Secure
Networks Act, Mar. 12, 2021, https://www.fcc.gov/
supplychain/coveredlist).

ownership threshold generally set out in
our rules, we agree with the Committee
staff and reject commenters’ requests to
modify the submission of 5% or greater
ownership information or otherwise
change the definition to exclude
insulated interests. As indicated by the
Committee staff, national security and
law enforcement analysis is separate
and apart from the foreign ownership
analysis the Commission conducts
under its statutory authority.20 We also
take into account the Committee’s
expertise in assessing national security
and law enforcement concerns and the
importance of collecting this
information to assess any national
security or law enforcement risks under
Executive Order 13913. Additionally,
consistent with the goal of this
proceeding to streamline and expedite
consideration of these applications, we
believe that a 5% or greater bright line
rule avoids the kinds of complex case-
by-case inquiries into, for example, the
adequacy of insulation criteria that the
Commission conducts for section 310(b)
reviews. Given our experience, this
could otherwise result in potentially
extensive Committee delays and may
circumvent the Commission’s
timeframes and streamlined processing
we put in place in the Executive Branch
Review Order. Finally, in our
experience, this information has been
collected in the past, and we expect
applicants for Commission
authorizations and licenses to be in a
position to exercise reasonable diligence
in securing important information from
their investors required by the
Commission or the Committee.

17. Definition of Relevant Parties. We
agree that including the current owners
of an international section 214
authorization holder or cable landing
licensee within the definition of
“Relevant Parties”” goes beyond the

20 However, the Commission has employed a 5%
ownership standard in other contexts. For example,
section 1.767(h)(2) requires all entities owning or
controlling 5% or greater interest in a submarine
cable system (and using U.S. points of the cable
system) to be applicants for, and licensees on, a
cable landing license. See 47 CFR 1.767(h)(2). In
addition, the Commission uses a 5% standard in the
foreign ownership review context. See 47 CFR
1.5001(i); Review of Foreign Ownership Policies for
Broadcast, Common Carrier and Aeronautical
Radio Licensees under Section 310(b)(4) of the
Communications Act of 1934, as Amended, GN
Docket 15-236, Report and Order, 31 FCC Rcd
11272, 11284 through 85 & 11293 through 97,
paragraphs 22—24 & 44-52 (2016) (2016 Foreign
Ownership Order), pet. for recon. dismissed, 32 FCC
Rcd 4780 (2017); Review of Foreign Ownership
Policies for Common Carrier and Aeronautical
Radio Licensees Under Section 310(b)(4) of the
Communications Act of 1934, as Amended, 1B
Docket 11-133, Second Report and Order, 28 FCC
Rcd 5741, 5767-72, paragraphs 47-54 (2013) (2013
Foreign Ownership Second Report and Order).
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scope of the Committee’s current triage
questions and serves no additional
purpose. Attachment B/International
Section 214 Assignment or Transfer and
Attachment D/Submarine Cable
Assignment or Transfer define
“Relevant Parties” and use the term in
a manner that would require
information from both the current
owners and proposed owners of
authorization or license holders.
Question 1 in these questionnaires seeks
broad information, such as ownership
and PII about all Relevant Parties.
Several commenters urge the
Commission to clarify that the
disclosures in these questions do not
apply to transferors or assignors. CTIA
indicates that the current triage
questions only request information
concerning the ‘“Prospective Owner(s)/
Controller(s) and Prospective
Licensee(s).”

18. We amend Question 1 of the
transfer and assignment questionnaires
in Attachments B/International Section
214 Assignment or Transfer and D/
Submarine Cable Assignment or
Transfer. The Committee’s national
security or law enforcement review is
primarily focused on the buyer or new
entity obtaining the authorization or
license. We therefore remove transferors
and assignors (the sellers) from the
definition of “Relevant Parties.”
Accordingly, the term “Relevant
Parties” will only include “the
Proposed Authorization Holder(s) of an
international section 214 authorization
or the Proposed Licensee(s) of a cable
landing license, and any individual or
entity with an ownership interest in the
Proposed Authorization Holder(s) or
Proposed Licensee(s).” This change
focuses the Standard Questions on the
appropriate parties and decreases
burdens on the applicants.

19. Domestic Communications
Infrastructure. We reject USTelecom’s
request to remove Network Operations
Center (NOC) facilities from the
definition of “Domestic
Communications Infrastructure.”
USTelecom notes that Domestic
Communications Infrastructure includes
any NOC facilities, and argues this ““is
inconsistent with the many cases where
the NOC is placed outside the U.S. (and
thus not ‘domestic.’)[.]”” USTelecom
“urge[s] the Commission to remove
NOC facilities from the definition of
‘Domestic Communications
Infrastructure’ and address [sic] as a
separate item.” We disagree. Although a
NOC can be located outside of the
United States, a foreign NOC can control
an entity’s Domestic Communications
Infrastructure, and is therefore
appropriately included within this

definition. Information concerning a
NOC located outside the United States,
including information regarding the
individuals and entities with access to
that NOGC, is critical information to
assess the national security and law
enforcement concerns of the foreign
NOC. As a result, we reject USTelecom’s
suggestion to remove NOC facilities
located outside of the United States
from the definition of “Domestic
Communications Infrastructure,” or to
address NOC facilities as a separate
item. Accordingly, we retain the current
definition.

B. Protection of Submitted Information

20. We concur with MLB that all
information submitted in response to
the Standard Questions should be
treated as business confidential and
protected from disclosure and change
the instructions accordingly. As
proposed, the Standard Questions stated
that applicants must “[s]pecifically
identify answers or documents for
which a claim of privilege or
confidentiality is asserted based on the
information containing trade secrets or
commercial or financial information.”
MLB notes that “‘all of the information
submitted by applicants to the
Committee should be automatically
deemed as business confidential
information and properly exempt from
disclosure under FOIA and Section 8 of
Executive Order 13913.” Based on our
experience and understanding of the
responses to such questions from the
Executive Branch agencies in the past,
we agree that most of the information
supplied in response to the Standard
Questions is business confidential as it
is “extremely sensitive and
proprietary.” Moreover, no commenter
opposed MLB’s suggestion. Most
importantly, however, the Committee
staff—to whom the information will be
submitted—agrees that all responses to
the Standard Questions submitted to the
Committee will be treated as business
confidential and the applicant(s) should
not have to specifically identify
information for such treatment.2?
Consequently, we modify the
instructions in all questionnaires to
provide that all of the submitted
information will be treated as business
confidential and that applicants will not
have to specifically identify information
for such treatment.

21. We decline, however, to take any
specific action with regard to MLB’s
request for “heightened protection” of
PII and restrictions on sharing it within

21 Information submitted to the Committee may
not be shared except under the terms of Executive
Order No. 13913.

Committee agencies. The Privacy Act
already requires federal agencies to
protect PII22 and Executive Order 13913
explicitly addresses this issue, thereby
ensuring the Committee protects this
information. In particular, Section 8 of
the Executive Order states that
“[ilnformation submitted to the
Committee . . . shall not be disclosed
beyond Committee Member entities and
Committee Advisor entities, except as
appropriate and consistent with
procedures governing the handling of
classified or otherwise privileged or
protected information . . . .” Therefore,
we do not believe any additional
Commission action is necessary to
address this concern.

C. Filings Involving Multiple Applicants

22. Based on comments in the record,
we decline to revise and reorganize the
Standard Questions with regard to
filings involving multiple applicants
(joint applicants); however, we clarify
and improve the instructions on how
applicants can submit joint filings
confidentially. USTelecom urges the
Commission to make the questionnaires
clearer so that questions requiring joint
responses can be separated from
questions where applicants must
respond individually. CTIA asks that
the questions be organized so when
there are multiple applicants they can
clearly see which questions can be
answered jointly and which can be
separated so sensitive information is not
shared. USTelecom requests removal of
questions that ask for a list of all
government customers and descriptions
of services. We recognize that joint
applicants have a legitimate interest in
preventing the sharing of certain
information and identifying which
questions an applicant is responsible for
answering. Consequently, we will

22 The Privacy Act generally applies to U.S.
citizens and legal permanent residents; however, in
2016 Congress enacted the Judicial Redress Act of
2015, 5 U.S.C. 552a note, which extends the right
to pursue certain civil remedies under the Privacy
Act to citizens of designated countries or regional
economic organizations. Claims under the Judicial
Redress Act are limited to those involving “covered
records,” defined as a record that is transferred—
(A) by a public authority of, or private entity
within, a country or regional economic
organization, or member country of such
organization, which at the time the record is
transferred is a covered country; and (B) to “‘a
designated Federal agency or component” for
purposes of preventing, investigating, detecting, or
prosecuting criminal offenses. Id. § 2(h)(4). The
Attorney General is responsible for designating
covered countries or regional economic
organizations, as well as federal agencies and
components for purposes of the Judicial Redress
Act. Id. § 2(d), (e), (h)(2), and (h)(5). A list of
covered countries is available at 84 FR 3493 (Feb.
12, 2019). A list of designated federal agencies and
components is available at 82 FR 7860 (Jan. 23,
2017) and includes members of the Committee.
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clarify the instructions in the Standard
Questions on how joint applicants can
file confidentially with the Committee,
but we will not reorganize or remove
certain questions. This approach is
consistent with the instructions in the
proposed questionnaires, which state,
“[i]f there are multiple applicants, each
applicant should also clearly mark any
answers or documents that contain
sensitive information that should not be
disclosed to the other applicants.”

23. When there are multiple
applicants for a single application (such
as consortium applicants for a single
submarine cable landing license), each
applicant should (1) provide a clear
statement as to how they have
submitted their responses and (2)
identify which applicants have filed
jointly and which applicants can view
each other’s business confidential
information.23 For instance, Committee
staff recommend that applicants clearly
identify, in headings, the group of
applicants that have filed together,
along with a case name and FCC file
number, and suggest that applicants use
an applicant-specific identification
system, such as Bates Numbering, along
with the identification of the FCC file
number and case/transaction name(s).24
We believe that this approach would
alert the Committee staff of which
information should not be shared and
should prevent disclosure of customer
lists between joint applicants. We direct
the International Bureau to provide, on
an as-needed basis, updated instructions
on the Commission’s website regarding
coordination of multiple applicant
responses and other issues based on
feedback from interested parties.

D. Cross-Referencing Previously Filed
Materials

24. We reject commenters’ request
that applicants generally be allowed to
cite to previously filed information in
their responses to the Standard
Questions rather than resubmit
information that was previously filed
with the Commission and that remains
unchanged. We recognize that allowing
applicants to cross-reference to
previously filed materials within their
responses to questionnaires may ease
certain burdens on the applicants. We
believe, however, that permitting cross
references to previously filed materials

23 Applicants should provide this information in
a cover letter or email (if responses are submitted
electronically).

24 The Committee staff indicated that if co-
applicants decide to submit separate Standard
Question responses by email, co-applicants should
submit them on the same day, so the Committee
may easily assess if all expected Standard Question
responses for an application have been submitted.

may delay Committee staff review of
applicants’ submissions because
Committee staff would then have to
locate materials that were previously
filed with respect to a different
application. Accordingly, we require
applicants to provide full and complete
responses to the Standard Questions in
a complete, self-contained document (or
documents). This approach is consistent
with Commission staff practice for
applications, and it benefits applicants
by focusing Committee staff resources
on the review of applicants’ responses
to the Standard Questions. We will,
however, allow internal cross-
referencing of responses within a single
document to streamline the process for
applicants. For example, if an applicant
provided a response to Question 15, and
the applicant’s response to Question 27
contains the same information, the
applicant may refer back to its earlier
response.

25. We also reject NAB’s specific
request that, for petitioners that have
previously been granted a declaratory
ruling approving foreign investment, the
petitioner be permitted to respond to a
streamlined questionnaire that only
seeks information on that new investor,
rather than having to complete the
questionnaire with respect to all
Relevant Parties. We decline this
request and note that we continue to
require petitioners to provide a full and
complete Petition for Declaratory Ruling
to the Commission, and we similarly
require petitioners to submit full and
complete responses to the Standard
Questions to the Committee. The
Committee needs information regarding
all owners to conduct its review,
including updated information, just as
the Commission requires a complete
petition with information on all owners,
not just the new investors, when
reviewing the petition. Consequently,
the responses must include the
requested information with respect to
all Relevant Parties as defined by the
Questionnaires.

E. Relationships With Foreign
Individuals or Entities

26. Retain “Prior Relationship” in
Attachment E/Broadcast Section 310(b)
PDR and Remove it from Attachment F/
Common Carrier Wireless or Earth
Station PDR. We reject NAB’s
recommendation “‘to eliminate prior
relationships” from Question 3 in
Attachment E/Broadcast Section 310(b)
PDR, or to “establish a defined ‘look-
back’ period of six months prior to the
date a Section 310(b) petition is filed.”
We will retain the request for
information concerning broadcast
petitioners’ prior relationships, with no

time limit or “defined look-back
period,” as Committee staff advise that
this information is necessary for staff’s
national security and law enforcement
review of broadcast applications.25
Specifically, Committee staff states that
this information may identify situations
where past agency relationships with
foreign principals, such as funding or
employment arrangements, may be
relevant to an assessment of continuing
foreign influence over broadcast
content. We note that the legislative
history of Section 310(b) reflects
particular concern regarding foreign
influence over broadcast licensees.
However, Commission staff
unintentionally added language
regarding prior relationships to
Attachment F, Question 3. Because
Committee staff expresses a particular
interest in prior foreign relationships
only with regard to broadcasters, we
remove the prior relationship language
from Attachment F.

27. Modify and Clarify ““Planned”
Relationships in Attachments A-F. We
agree with commenters that the question
asking if applicants have “planned”
relationships with certain foreign
individuals and entities can be
improved, and we clarify this in each
set of Standard Questions. MLB argues
that what constitutes a “‘relationship”
outside of funding or a contract is
unclear and argues that there should be
a timeframe associated with the
question. C&B proposes that the
question should be limited to
relationships that confer foreign
government influence over the
applicant’s operations. C&B also asserts
that the question should exclude
subscribers to the applicant’s service
and foreign employees of the applicant
who are covered in another question.

28. We clarify that “planned
relationships” are “current relationships
or those reasonably anticipated by
negotiations or that are identified under
current business plans’ and clarify that
this includes any situations in which
contracts have been signed or where the
parties are already in negotiations. We
decline to place a time limit on this
question, as this question should
capture any reasonably anticipated
future foreign relationships regardless of
the timeframe. We find that this change
will clarify for applicants the scope of
reportable foreign relationships and will
improve and facilitate Committee
review of applicants’ responses to the
Standard Questions.

25 Committee staff also indicated that this
information helps the Committee evaluate foreign
influence concerns related to the Foreign Agents
Registration Act (FARA), 22 U.S.C. 611 et seq., that
are specific to broadcasters.
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29. Clarify Foreign Relationships Do
Not Include Customers. As requested by
C&B, we clarify that existing or planned
relationships/partnerships, and prior
relationships/partnerships in the case of
broadcast applicants, and funding or
service contracts, do not include foreign
subscribers to an applicant’s retail
services. We also clarify that, for the
purposes of this question, these
relationships do not include foreign
employees who are identified in other
questions, such as Senior Officers and
Directors, and Non-U.S. Individuals
with physical access to certain facilities,
records, networks, or electronic
interfaces.26 We decline, however,
C&B’s request to limit the question to
only relationships with foreign
governments or foreign government
owned entities, as foreign individuals
and entities also may raise national
security and law enforcement concerns.

30. Limit the Use of “Foreign Party”
in Attachment E/Broadcast Section
310(b) PDR. As proposed, the Standard
Questions ask if the Applicant or
“Relevant Parties” have “existing (or
planned) relationships’” with any
foreign Individuals, foreign companies,
Foreign Governments, and/or any
Foreign Government-controlled
companies or entities but only
Attachment E/Broadcast Section 310(b)
PDR “contains an expansive definition
of ‘Foreign Party’ in Question 3 and
incorporates this term in numerous
subsequent questions.” NAB argues that
the inclusion of Foreign Party in the
questions requires broadcasters to gather
extensive information on each Foreign
Party even if that party has a limited
relationship with the applicant, “such
as a one-time agreement for access to a
location for the production of a single
program.” NAB expresses concern about
the burden imposed on broadcaster
petitioners by the expanded scope of the
Standard Questions.

31. We recognize that the broadcaster
questionnaire alone seeks detailed
information about relationships with
Foreign Parties. Committee staff explain
that questions 13—17 in Attachment E/
Broadcast Section 310(b) PDR are
designed to identify situations in which
the applicant may be acting as an agent
for a foreign principal and are directly
related to Committee concerns under
FARA. As recommended by Committee
staff, we retain the Foreign Parties
information requirement in questions
13—-17. However, since the Committee
staff do not identify the need for such

26n their responses to the foreign relationship
questions, applicants may want to consider cross-
referencing their response to these other foreign
employee questions to aid the Committee in its
review.

information in connection with the
remaining questions, we conclude the
burden of producing Foreign Party
information in other questions asked in
Attachment E/Broadcast Section 310(b)
PDR outweighs the benefit of this
information to the Committee.
Therefore, we remove the reference to
“Foreign Party” in certain questions of
Attachment E/Broadcast Section 310(b)
PDR.27

F. Background Information Regarding
the Applicant(s)

32. Based on the comments in the
record, we modify the Standard
Questions to clarify the type of
background information applicants
should provide. Currently, each set of
proposed Standard Questions includes
several questions regarding the
applicant’s background and asks if “the
Applicant, any Corporate Officers,
Senior Officers, Directors, or any
Individual/Entity with an Ownership
Interest in the Applicant” have “ever
been involved or associated with” a
previous application to the Commission
or a previous filing with the Committee
on Foreign Investment in the United
States (CFIUS), or if these individuals or
entities have “‘ever been convicted of
any felony” or “been subject to any
criminal, administrative, or civil
penalties for imposed for violating the
regulations of” a number of government
agencies.

33. With respect to prior Commission
or CFIUS filings, USTelecom is
concerned that the phrase “involved or
associated with” could include “any
level of activity associated with a filing
from corporate officer responsibilities to
more mechanical involvement with
accomplishing a filing, which seems far
outside the scope of concern.” To clarify
and reduce burdens on the applicants,
we amend this language to specify that
an “involved” or “associated”
Individual or Entity was either the
Applicant in a prior Commission or
CFIUS filing or listed as an owner in
such a prior filing. Modifying the
questionnaires accordingly would focus
the inquiry to the parties most relevant
to any prior Commission or CFIUS
filings.

34. We decline USTelecom’s
recommendation that the Commission
provide a two-year time limit for
questions concerning previous filings
with the Commission or CFIUS, or that
the Commission eliminate this question

27 Committee staff did not object to the deletion
of “Foreign Party” from all other questions in this
questionnaire. Specifically, we remove the
reference to “Foreign Party” from questions 12, 18
through 21, 26, 31 through 34 in Attachment E/
Broadcast Section 310(b) PDR.

with respect to prior Commission
applications. We will not impose any
time limit for CFIUS filings as
Committee staff state that all
information regarding prior CFIUS
filings would be relevant to their
national security and law enforcement
review. We find, however, that we can
adopt a ten-year time boundary
regarding prior Commission filings,
which the Committee indicated would
be acceptable. Although we agree that
imposing a time limit regarding
previous Commission filings is
appropriate, we find that USTelecom’s
proposed two-year limit on such filings
is too short and would likely exclude
many relevant filings and information.
The ten-year time limit will reduce the
burdens on the applicant while
providing the Committee sufficient
relevant information concerning recent
Commission filings it requires for its
review.

35. We are unpersuaded by
USTelecom’s argument that the
questions regarding criminal,
administrative, or civil penalties are
“incredibly broad . . . and could be
extremely burdensome to even attempt
to answer,” particularly taking into
consideration the age of some
communications companies. We
therefore reject USTelecom’s
recommendation that the Commission
set parameters on this question “by
limiting the ownership interest
threshold by 10% and creating a
definitive timeframe of interest, not to
exceed two years.” As we explained
above, we are not increasing the
numerical ownership threshold from
5% or greater to 10% or greater. As to
the time frame, we do not believe it
would create an undue burden for
applicants to report as to such serious
actions taken against them or their
officers, directors, or attributable
owners, as we would expect them to
have records of such actions.28
Additionally, Committee staff state that
no time limits can be placed on the
reporting period for this inquiry due to
the serious nature of the underlying
question, as past felonies or regulatory
violations may be indicative of possible
future behavior, or may give the
Committee staff insight on where to
focus any additional questions for the
applicant.2® We agree with the

28 To the extent that an applicant is unable to
provide a complete answer as to relevant criminal,
administrative, or civil penalties, as discussed
below, it should explain this in its submission to
the Committee.

29 The Committee staff added that placing a time
limit from the date of conviction would allow for
situations in which an applicant would not be
required to disclose a serious offense.
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Committee staff’s views on this matter
and decline to accept USTelecom’s
recommendations.

G. Provision of Personally Identifiable
Information (PII) by Applicants

36. We modify the Standard
Questions in Attachment E/Broadcast
Section 310(b) PDR to clarify the set of
individuals for whom broadcasters must
provide PII, as requested by NAB. Each
set of Standard Questions requires
applicants to provide PII for several
categories of individuals involved in the
ownership and management of the
applicant as well as non-U.S.
individuals with access to the
applicant’s facilities. This PII will be
required to be submitted in a separate
attachment, Attachment G. This PII is
required so that the Committee can
conduct investigations of individuals
involved in the ownership and
operations of the applicant and those
non-U.S. individuals with access to
facilities.3° NAB contends that Question
19 in Attachment E/Broadcast Section
310(b) PDR, which seeks information
concerning “any non-U.S. Individual,
owners, or management, including
independent or third-party Individuals/
Entities of the Relevant Party or Foreign
Party” that has access to “physical
facilities or equipment under the
Relevant Party’s or Foreign Party’s
control,” is “overly broad, unduly
burdensome and intrusive.” NAB argues
that Question 19 “appears to sweep in
virtually any non-U.S. employee, all of
whom presumably have access to
‘physical facilities’ of the Relevant
Parties. . . .” NAB suggests that we
modify Question 19 “to describe
specific types of facilities or equipment
that would give rise to potential
Committee concerns and to focus on
U.S. facilities only.”

37. We agree with NAB that, as
proposed, Question 19 is overly
inclusive and could be viewed as
applying to any non-U.S. employee with
access to any facility of the broadcaster,
including production facilities located
outside of the United States.
Additionally, Committee staff has
clarified that it is only concerned with
facilities outside of the United States
that store, process, or provide access to
U.S. person data (including data on
current, past, and potential customers)
or that are used to broadcast into the
United States. Based on this, we believe

30 Pursuant to the process set out in the Executive
Order, for each application reviewed by the
Committee, the Office of the Director of National
Intelligence shall produce a written assessment of
any threat to national security interests of the
United States posed by granting the application or
maintaining the license.

that narrowing the scope of this
question is therefore warranted.
Accordingly, we clarify that
broadcasters must provide the
information listed in Question 19 for
non-U.S. Individuals with access to (1)
all facilities and equipment in the
United States, (2) facilities outside the
United States that are used to broadcast
into the United States, and (3) facilities
both inside and outside the United
States that store, process, or provide
access to U.S. person data (including
data on current, past, and potential U.S.
customers).

38. We decline USTelecom’s request
that we change the PII reporting
requirements for individuals with
access to submarine cable facilities.
USTelecom argues that Question 34 in
Attachment C—which seeks information
on Non-U.S. Individuals’ access to
submarine cable facilities, equipment,
communications content, and customer
records, among other things, including
PII concerning those Non-U.S.
Individuals with such access—"‘should
be confined to the Domestic
Communications Infrastructure (except
for the NOC), as it has been in practice
in past proceedings.” USTelecom also
argues that because this question
“applies to specific individuals, this
will be a constantly changing list given
normal personnel activity over time”
and “in certain foreign jurisdictions,
some of the required information may
not be legally obtainable from
individuals or may be very difficult to
provide to the U.S government given the
country’s own limitations and privacy
laws.” USTelecom urges the
Commission to eliminate Question 34 or
revise the question to ask generally if
non-U.S. individuals will have such
access ‘“‘without any requirement to
identify specific individuals.”

39. We reject USTelecom’s suggestion.
The Committee staff oppose the
modification of this question, stating
that submarine cables are U.S. critical
infrastructure and that applicants
should provide PII and other details
about non-U.S. individuals with access
to either U.S. or foreign facilities (e.g.,
cable landing stations, Network
Operations Centers, etc.) related to the
submarine cable as it is necessary for
the Committee’s national security and
law enforcement analysis. We agree. We
also agree with Committee staff that
submarine cable operators should have
in place access control policies for these
critical facilities that will enable them to
provide details concerning the
individuals with access to their
facilities, whether they are located in
the United States or in a foreign
country. With regard to USTelecom’s

contention that it would be difficult to
answer this question given the changes
in personnel activity and limitations
imposed by foreign laws, the Standard
Questions can only be answered with
information known at the time of
submission. If there are future changes,
we anticipate that a mitigation
agreement between the applicant and
the Committee could address how the
applicant should update the Committee
with any necessary information.3?

40. We agree with USTelecom that
questions that require the applicant to
identify an Individual to be the
Licensee’s authorized law enforcement
point of contact should be limited to the
U.S. cable landing party. This is
consistent with the Commission’s
statement in the Executive Branch
Review Order that for consortium
cables, the consortium must “identify
one U.S. citizen or lawful permanent
U.S. resident as a point of contact for
lawful requests and an agent for legal
service of process for each licensee of
the consortium cable.”

H. Information About the Applicant’s
Services

1. Critical Infrastructure

41. Based on C&B’s request, we will
update the list of U.S. critical
infrastructure sectors outlined in the
Standard Questions to track Presidential
Policy Directive 21 (PPD-21). Each set
of Standard Questions (excluding
Attachment E/Broadcast Section 310(b)
PDR) asks if the applicant will serve any
sectors of U.S. critical infrastructure and
includes a checklist of various sectors.
C&B notes that ““the listed sectors do not
align with the current list of critical
infrastructure sectors identified under
Presidential Policy Directive 21 (PPD—
21).” PPD-21 establishes a national
policy on critical infrastructure security
and resilience, and identifies 16 critical
infrastructure sectors, not all of which
overlap with the sectors listed in the
proposed Standard Questions’ checklist.
Upon closer review and consultation
with Committee staff, we agree with
C&B that the list of critical
infrastructure sectors provided in the
Standard Questions should be revised to
be consistent with PPD-21.
Accordingly, we have modified the
Standard Questions to reflect the list of
sectors contained in PPD-21.

42. We agree with C&B that additional
clarity is needed with regards to the
meaning of the word “serve” in
questions pertaining to serving sectors
of U.S. critical infrastructure. C&B

31 Committee staff also state that if an applicant
is unable to provide this information, it can explain
such limitations in its response.
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contends that the intent of Question 36
in Attachment A/International Section
214, which asks whether “the Applicant
[will] serve any sectors of U.S. critical
infrastructure,” is unclear. C&B notes
that this question could be interpreted
in different ways and asks the
Commission to provide clarity as to the
meaning of “serve” to “‘appropriately
narrow the scope of the question.” We
modify the question to be consistent
between the Attachments to use the
phrase “provide services to,” which
includes situations where the applicant
provides service to, has customers in, or
participates in the market in certain
sectors of U.S. critical infrastructure. We
also note that if applicants are unsure
whether or to what extent they believe
they are providing service to a critical
infrastructure sector, applicants should
provide an explanatory note in their
answers to the Standard Questions
explaining to the Committee why they
responded in a particular way.

2. Proposed Services Checklist

43. We will not modify the list of
services in the Reference Question
section in Attachments A/International
Section 214, B/International Section 214
Assignment or Transfer, and F/Common
Carrier Wireless or Earth Station PDR,
but will rename this list to clarify the
information targeted by this question.
Attachments A/International Section
214, B/International Section 214
Assignment or Transfer, and F/Common
Carrier Wireless or Earth Station PDR as
proposed included an “Applicant
Services Portfolio Checklist and
Reference Questions” section designed
to gather detailed information regarding
the types of telecommunication services
applicants intend to provide. Applicants
indicate with a checkmark the types of
services and technologies they intend to
offer. C&B contends that some of the
named proposed services are not
services (such as TDM) or are too
generic (such as “video” or “email”).
C&B therefore suggests we revise the
proposed services checklist ““to add
specificity and eliminate redundancies,
or remove it altogether.” Although we
agree with C&B that not all items
included on this list are strictly services,
we find that the list will be useful to the
Committee, which has a specific interest
in knowing if the applicant will provide
any of the items in the checklist,
including certain technologies and types
of network infrastructure. To address
any confusion as to what the list
includes, we will rename the list from
“Proposed Services” to ‘“Proposed
Services/Technologies/Network
Infrastructure.” We do not believe
applicants will be unduly burdened in

determining how to fill out the
checklist, and, as we have discussed, we
encourage applicants to explain to the
Committee how they interpreted a
particular question in providing their
response.

3. Reference Questions

44. We do not agree that the
“Reference Questions’” and Questions
35 in Attachments A/International
Section 214 and B/International Section
214 Assignment or Transfer and 38 in
Attachment F/Common Carrier Wireless
or Earth Station PDR are duplicative,
but we provide clarification regarding
the information sought by each
question. MLB believes that the
“Reference Questions’ are duplicative
of an earlier question that seeks
information concerning the manner in
which applicants will deliver services to
their customers. Specifically, MLB
argues that Reference Question 1 in
Attachments A/International Section
214 and B/International Section 214
Assignment or Transfer, as proposed, is
nearly the same as Question 35
regarding delivery of services. MLB also
asserts that the Reference Questions ask
for network infrastructure information
that would have already been provided
in response to Question 32(b) in Section
V. MLB advises omitting the Reference
Questions altogether, suggesting they
are redundant and “needlessly expend
the resources of applicants and the
Committee.” Although Question 35 and
Reference Question 1 appear to be
similar, the Committee indicate that
they are in fact meant to seek different,
albeit related, information. Importantly,
Committee staff states that Question 35
is intended to obtain a general
description of the services to be
provided, whereas the Reference
Questions are intended to obtain finer
technical detail on the way services are
or will be provided with specific
reference to each service selected in the
services checklist table. Similarly, we
find that Question 32(b) is intended to
obtain a more general description of the
Applicant’s network, whereas the
Reference Questions are structured to
obtain specific technical details, such as
equipment models and software update
plans. We give deference to the
Committee on their need for this
information to inform their national
security and law enforcement review.
Accordingly, we will retain these
separate questions but revise Question
35 (now Question 36 in Attachment A/
International Section 214) to indicate
that this question seeks a general
description of the manner in which
services will be delivered to customers.
To the extent that an applicant believes

that its responses to questions are the
same, it can cross-reference its
responses as directed in the Standard
Questions’ instructions.

4. Use of Interconnecting Carriers and
Peering Relationships

45. We decline to make any changes
to questions concerning interconnecting
carriers or peering relationships.
Questions 33 in Attachment B/
International Section 214 Assignment or
Transfer, 41 in Attachment C/
Submarine Cable Application, and 42 in
Attachment D/Submarine Cable
Assignment or Transfer ask whether the
Proposed Authorization Holder(s) or
Applicant(s) “use interconnecting
carriers and/or peering relationships,”
and ask the Applicants to provide
details and list the carriers with whom
they have these relationships.
USTelecom argues that these questions
are “misguided” because “‘it is unclear
as to how this information is useful to
the determination of a submarine cable’s
public interest, nor does it evince a clear
understanding of what ‘interconnecting
carriers’ do or what ‘peering
relationships’ mean in this case.”
USTelecom contends that “[t]his is
particularly true because [these
questions] seek[ ] this information only
from the Applicants, not anyone who
will purchase the capacity on the
system, which for some cables will
represent the bulk, if not all, of the
traffic carried.” These types of
relationships are relevant to the
Committee’s national security and law
enforcement analysis of the application,
even if they do not reach everyone who
may use the submarine cable. With
regard to CTIA’s argument that “[r]ather
than require a comprehensive, detailed
list of peering and interconnection
relationships . . . the question should
allow sufficient flexibility for parties to
determine the level of detail they are
able and expected to provide,” we
believe that the Standard Questions do
provide applicants with flexibility in
how they choose to describe peering
relationships, and thus do not need to
be changed or eliminated.

I. National Security/Law Enforcement
Questions

46. We do not make any changes to
the questions related to an applicant’s
national security and law enforcement
obligations. Question 19 in Attachments
A/International Section 214 and B/
International Section 214 Assignment or
Transfer asks whether the applicant, “if
required by law, regulation, or license
condition,” would report certain named
incidents immediately upon discovery.
USTelecom asks what the effect of a
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“no’”’ answer is to Question 19,
expressing concern that the question
“appears to be an attempt to compel
Applicants to provide information they
would not otherwise be legally required
to provide” and if so, USTelecom says
it should be made an explicit obligation
through other regulatory means. We do
not share USTelecom’s concerns
regarding this question. If Committee
staff has any concerns with an answer
of “no,” they may decide to follow up
with Tailored Questions.

47. USTelecom also has concerns
with the national security implications
of certain questions in the section 214
and submarine cable questionnaires
(Attachments A-D). Question 21 in
Attachments A/International Section
214 and B/International Section 214
Assignment or Transfer asks if any non-
U.S. individuals will have access to any
of the applicant’s facilities, equipment,
customer records, and network control
features, among other things, and if so,
to provide their identity and certain PII.
Question 23 in these questionnaires asks
for information about encryption
technologies that have been or will be
installed in the applicant’s network.
USTelecom believes that together,
Questions 21 and 23 require disclosure
of too much network security plan
information, and this disclosure could
amount to a security risk in and of itself.
We find that USTelecom’s concern
about over-disclosure of network
security plans through responses to
Questions 21 and 23 is misplaced and
we make no changes to these questions.
The disclosure in this case is solely to
the U.S. government agencies most
involved in network security issues and
for the purposes of assessing risk to U.S.
national security and law enforcement
interests. To the extent that an applicant
has concerns about co-applicants seeing
its responses to Questions 21 and 23, it
can mark those responses as sensitive
and ask that they not be shared with co-
applicants.

48. USTelecom recommends ‘“‘greater
clarity surrounding the security
expectations of applicants,” citing
Question 33 in Attachment C/
Submarine Cable Application, which
asks “[w]hat provision will be made to
monitor suspicious activity occurring
over the paths of the cables,” as an
example. USTelecom believes that the
details regarding ‘“what an applicant can
and cannot monitor from a practical
standpoint can vary widely depending
on the arrangement and technical
architecture of the submarine cable
equipment,” and requests that the
question be modified to reflect these
different arrangements. We understand
USTelecom’s concern that Question 33

in Attachment C, as written, may not
capture the variations in different cable
systems’ monitoring systems. The
Standard Questions must be high-level
to a certain extent and applicants may
want to consider providing additional
details about their monitoring
capabilities as part of their response to
the Standard Questions to properly
frame and explain their responses.

J. Legal Authority for Certain Questions
Concerning Broadcasters

49. We reject NAB’s argument that the
Commission should eliminate certain
questions in Attachment E/Broadcast
Section 310(b) PDR, ‘“‘because they
concern issues outside of the scope of
the Commission’s jurisdiction and are
thus not properly the subject of
Committee review.” Specifically, NAB
raises concerns with Questions 29,32
30,33 31,34 and 34.35 NAB argues that
the “Committee’s review should analyze
whether the proposed transaction will
implicate national security, law
enforcement, foreign policy or trade
policy issues arising from the
assignment or transfer of the broadcast
license, not from other business lines a
broadcaster may be involved in or

32 Question 29 asks, ‘“Will programming be
rebroadcast via satellite or cable? If yes, provide
details.”

33 Question 30 asks, “Will programming be
available online? If yes, describe the streaming
business operation (including what platform(s) will
be used to make the programming available
online.)”

34NAB Comments at 9 through 10 (arguing that
Question 31 implicates a Licensee’s First
Amendment rights as well as the Act’s prohibition
on the Commission engaging in censorship and
stating that “‘questions concerning a station’s
format, target audience, and sources of advertising
are not appropriate for Executive Branch review”).
Question 31 asks the Applicant to “[d]escribe the
intended viewer/listener base of the Licensee’s
broadcasts, primary language spoken of the target
audience, and other demographics, including: a) An
explanation of how services are offered to each
category of viewers/listeners and platform; and b)
Identification of any specific business or economic
sectors that supply advertising or other assistance
to either the Licensee or Petitioner.”

35NAB Comments at 9, 10-11 (contending that
“the Commission does not regulate consumer data
privacy or security of broadcast audiences and has
no authority to review broadcasters’ data privacy
and security practices either generally or in
connection with proposed transactions”). Question
34 asks the Applicant to “[ilndicate whether any
Relevant Party or any of its subsidiaries that offer
application or web-based content collect, process,
or store any U.S. subscriber data. If so, identify
what types of data (e.g., name, address, email
address, phone number, credit card number, etc.)
are collected, processed, or stored for each U.S.
subscriber.” Among other things, Question 34 also
seeks the location of U.S. subscriber data storage,
who serves as the custodian and/or has access to
such data and those individuals’ countries of
citizenship, as well as whether U.S. subscriber data
is disclosed to third parties, and the security
measures that are intended to protect subscriber
data from unauthorized access or disclosure.

activities the FCC cannot lawfully
regulate.” NAB contends, among other
things, that “the Commission does not
regulate consumer data privacy or
security of broadcast audiences and has
no authority to review broadcasters’
data privacy and security practices
either generally or in connection with
proposed transactions.” We disagree
with NAB that these questions should
be excluded from Attachment E/
Broadcast Section 310(b) PDR. The
Commission considers national security,
law enforcement, foreign policy, and
trade policy concerns of foreign
ownership in excess of the 25%
statutory benchmarks in its public
interest review of petitions for
declaratory rulings under section
310(b)(4) of the Act and refers
applications with reportable foreign
ownership to the Committee, which has
specific expertise in these matters. In
this regard, the information solicited by
the Standard Questions enables the
Committee to assess potential foreign
influence of such foreign owners over a
licensee as part of the Committee’s
review of a particular application for
national security and law enforcement
concerns. Thus, we are not regulating
format or content but are assessing
whether the public interest would be
served by not permitting foreign
ownership in accordance with section
310(b) of the Act, and information
provided to the Committee concerning
the nature of the broadcast services, for
example, is relevant to the Committee’s
review of the potential for such
influence by foreign owners.3¢ To the
extent a broadcast applicant finds that a
question raises a particular concern, it
should explain that in its response to
the Committee, which may send
Tailored Questions to the applicant if
the Committee requires further
explanation.

K. Additional Recommendations
Concerning the Submission of the
Standard Questions to the Committee

50. By their very nature, Standard
Questions that are meant to address a
broad range of situations will ask for
information that an individual applicant
may not find to be specific to its own
situation. To the extent that a question
is not applicable to an applicant’s

36 See, generally, 2013 Broadcast Clarification
Order, 28 FCC Rcd at 16245 through 46, paragraph
3 (stating that “[tlhe Commission’s approach to the
benchmark for foreign investments in broadcast
licensees has reflected ‘heightened concern for
foreign influence over or control of [broadcast]
licensees which exercise editorial discretion over
the content of their transmissions.” (citing Market
Entry and Regulation of Foreign-Affiliated Entities,
Notice of Proposed Rulemaking, 10 FCC Rcd 4844,
4884, paragraph 99) (1995)).
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situation, we encourage applicants to
explain this in their responses to the
Standard Questions. Similarly, to the
extent that an applicant finds a question
to be overly broad or unclear in its
applicability to the applicant’s situation,
it should explain that in its response. To
the extent the Committee requires
further explanation, it can send Tailored
Questions to the applicant. Framing
responses in this way will help the
Committee in its review and assessment
of applicants’ responses and whether
there will be a need for further
information from the applicants.

51. Along those lines, commenters
also ask whether they can consult with
Committee staff regarding how to
respond to certain questions, as they
currently do. The Committee staff have
stated a strong preference against
negotiating the questions or responses
with applicants before the responses are
filed with the Committee or prior to
Commission referral of an application.
For instance, Committee staff state that
there could be situations in which an
application might not be referred at all.
The Committee staff state that
applicants should explain in their
submissions the scope of their responses
and any limitations in their responses.
The Committee staff note that they can
coordinate with applicants regarding
responses after the Commission refers
the application or when the Committee
sends any Tailored Questions.

L. Other Revisions to Standard
Questions

52. We also make several revisions to
the Standard Questions to correct
spelling and grammatical mistakes, to
correct formatting issues, and to ensure
that questions are standardized across
the six questionnaires. These revisions
correct unintentional drafting errors and
do not change the substance of the
Standard Questions beyond what has
been discussed in this Second Report
and Order. We believe that harmonizing
the language across the Standard
Questions will ease the application
process and facilitate Committee review
of applications.37

37 CTIA, NAB, and USTelecom ask the
Commission to clarify when the 120-day clock
starts. We believe that the Executive Branch Review
Order and the rules clearly state when the 120-day
review will begin. See Executive Order No. 13913,
85 FR at 19645, § 5(b)(iii); Executive Branch Review
Order, 35 FGC Rcd at 10958, paragraph 82. See also
47 CFR 1.40004(e)(2) (providing that the 120-day
review will begin on the date of the Committee’s
deferral request (under Section 1.40002(b), 47 CFR
1.40002) if it includes a notification that tailored
questions are not necessary).

IV. Implementation

53. With the adoption of Standard
Questions in this Second Report and
Order, we direct the International
Bureau to work with the Media Bureau
and the Wireline Competition Bureau to
seek approval from the Office of
Management and Budget (OMB) for the
Standard Questions and the rules
adopted in the Executive Branch Review
Order that are subject to the Paperwork
Reduction Act. Upon completion of
OMB review, the International Bureau
shall issue a Public Notice informing the
public of the effective date of the
requirements, including the requirement
to file responses to the Standard
Questions with the Committee. The
International Bureau shall make the
Standard Questions available on the
Commission’s website no later than the
time the Public Notice is released. Once
the rules are effective, all parties filing
applications subject to Executive Branch
referral will be required to submit
answers to the Standard Questions to
the Committee prior to or at the same
time that they file their applications
with the Commission.

Supplemental Final Regulatory
Flexibility Analysis

54. As required by the Regulatory
Flexibility Act of 1980, as amended
(RFA), we have prepared this
Supplemental Final Regulatory
Flexibility Analysis (Supplemental
FRFA) of the possible significant
economic impact on small entities of the
Standard Questions and procedures
addressed in this Second Report and
Order to supplement the Commission’s
Initial and Final Regulatory Flexibility
Analyses in this proceeding. The
Commission previously sought written
public comment on the proposals in the
Executive Branch Review NPRM,
including comment on the Initial
Regulatory Flexibility Analysis (IRFA).
The Commission did not receive
comments regarding the IRFA.
Thereafter, in the Executive Branch
Review Order, the Commission issued a
Final Regulatory Flexibility Analysis
(FRFA) conforming to the RFA.
Subsequently, the Commission’s
International Bureau released a public
notice seeking comment on specific
proposed ““‘Standard Questions” for
applications and petitions as prescribed
by the Executive Branch Review Order
(Standard Questions Public Notice). As
noted in the Executive Branch Review
Order, standardizing these questions
should improve the timeliness and
transparency of the Executive Branch
review process, thereby lessening the
burden on all applicants and

petitioners, including small entities.
The Standard Questions Public Notice
included a Supplemental Initial
Regulatory Flexibility Analysis
(Supplemental IRFA). This
Supplemental FRFA supplements the
FRFA to reflect the actions taken in this
Second Report and Order, which adopts
a final set of Standard Questions and
conforms to the RFA.38

A. Need for, and Objectives of, the
Second Report and Order

55. This Second Report and Order
adopts a set of standardized national
security and law enforcement questions
(Standard Questions) that certain
applicants and petitioners (together,
“applicants”’) with reportable foreign
ownership will be required to answer as
part of the Executive Branch review
process of their applications and
petitions (together, “applications’). To
expedite the national security and law
enforcement review of such
applications, applicants must provide
their answers to the Standard Questions
directly to the Committee for the
Assessment of Foreign Participation in
the United States Telecommunications
Services Sector (Committee) 39 prior to
or at the same time they file their
applications with the Commission.

56. The Executive Branch Review
Order specified that the Standard
Questions should include the following
categories of information: (1) Corporate
structure and shareholder information;
(2) relationships with foreign entities;
(3) financial condition and
circumstances; (4) compliance with
applicable laws and regulations; and (5)
business and operational information,
including services to be provided and
network infrastructure. The adopted
Standard Questions are based on the
Executive Branch Review Order and the
sample questions previously made
available in this docket and the
comments provided to the Commission
regarding those questions. The adopted
Standard Questions consist of the
following:

e Attachment A—Standard Questions
for an International Section 214

38 See 5 U.S.C. 604.

39 Executive Order No. 13913 of April 4, 2020,
Establishing the Committee for the Assessment of
Foreign Participation in the United States
Telecommunications Services Sector, 85 FR 19643,
19643-44 (Apr. 8, 2020) (Executive Order 13913)
(establishing the “Committee”” composed of the
Secretary of Defense, the Secretary of Homeland
Security, and the Attorney General of the
Department of Justice, who serves as the Chair, and
the head of any other executive department or
agency, or any Assistant to the President, as the
President determines appropriate, and also
providing for Advisors, including the Secretary of
State, the Secretary of Commerce, and the United
States Trade Representative).
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Authorization Application. Standard
Questions for an international section
214 authorization application filed
pursuant to 47 CFR 63.18, including a
modification of an existing
authorization;

e Attachment B—Standard Questions
for an Application for Assignment or
Transfer of Control of an International
Section 214 Authorization. Standard
Questions for an assignment or transfer
of control of an international section
214 authorization application filed
pursuant to 47 CFR 63.24;

¢ Attachment C—Standard Questions
for a Submarine Cable Landing License
Application. Standard Questions for a
cable landing license application filed
pursuant to 47 CFR 1.767 including a
modification of an existing license;

e Attachment D—Standard Questions
for an Application for Assignment or
Transfer of Control of a Submarine
Cable Landing License. Standard
Questions for an assignment or transfer
of control of a cable landing license
application filed pursuant to 47 CFR
1.767;

e Attachment E—Standard Questions
for a Section 310(b) Petition for
Declaratory Ruling Involving a
Broadcast Licensee. Standard Questions
for a petition for declaratory ruling for
foreign ownership in a broadcast
licensee above the benchmarks in
section 310(b) of the Communications
Act (the Act) filed pursuant to 47 CFR
1.5000-1.5004;

e Attachment F—Standard Questions
for a Section 310(b) Petition for
Declaratory Ruling Involving a Common
Carrier Wireless or Common Carrier
Earth Station Licensee. Standard
Questions for a petition for declaratory
ruling for foreign ownership in a
common carrier wireless or common
carrier earth station licensee above the
benchmarks in section 310(b) of the Act
filed pursuant to 47 CFR 1.5000-1.5004;
and

e Attachment G—Personally
Identifiable Information (PII)
Supplement. Each set of Standard
Questions references a supplement to
assist the Committee in identifying PII.

57. The Commission adopted the
Standard Questions largely as proposed
in the Standard Questions Public
Notice, with some important changes to
more narrowly tailor and clarify the
instructions and certain questions so as
to decrease the burden on applicants.
The changes include:

¢ All Attachments: Modify the
definition of “Senior Officer” to capture
any individual with authority to act on
behalf of the entity, rather than referring
to specific individuals’ titles.

e Attachment A/Question 2
Attachment B/Question 2; Attachment
D/Question 3; Attachment E/Question 2;
Attachment F/Question 2: For clarity
and consistency, modify these questions
by adding the term “Controlling
Interest.”

o All Attachments: Remove the term
“Immediate Owner” from the
definitions section as that term is not
used in any subsequent questions.

o All Attachments: Correct
inadvertent use of inconsistent terms.
For example, we have revised all
questionnaires so that they are
consistent in the use of the defined
terms “Ultimate Owner”” and ‘‘Ultimate
Parent.”

e Attachment B/Question 1 and
Attachment D/Question 1: Remove
transferors and assignors (the sellers)
from the definition of ‘“Relevant
Parties.”

e All Attachments: Modify the
instructions in all questionnaires to
provide that all of the submitted
information will be protected from
disclosure according to the provisions of
Executive Order 13913, Section 8, and
that applicants will not have to
specifically identify information for
such treatment.

o All Attachments: Clarify the
instructions for multiple applicants for
a single application (such as consortium
applicants for a single submarine cable
landing license).

o All Attachments: Modify the
instructions to allow internal cross-
referencing of responses within a single
questionnaire to streamline the process
for applicants. For example, if an
applicant provided a response to
Question 15, and the applicant’s
response to Question 27 contains the
same information, the applicant may
refer back to its earlier response.

e Attachment F/Question 3: Remove
language regarding prior relationships
from this question as it was
unintentionally added to the proposed
questionnaire.

e Attachment A/Question 3;
Attachment B/Question 3; Attachment
C/Question 8; Attachment D/Question
21; Attachment E/Question 3;
Attachment F/Question 3: Clarify that
“planned relationships’ are “current
relationships or those reasonably
anticipated by negotiations or that are
identified under current business plans”
and clarify that this includes any
situations in which contracts have been
signed or where the parties are already
in negotiations.

o Attachment A/Question 3;
Attachment B/Question 3; Attachment
C/Question 8; Attachment D/Question
21; Attachment E/Question 3;

Attachment F/Question 3: Clarify that
existing or planned relationships/
partnerships, and prior relationships/
partnerships in the case of broadcast
applicants, and funding or service
contracts, do not include foreign
subscribers to an applicant’s retail
services. Also clarify that, for the
purposes of these questions, these
relationships do not include foreign
employees who are identified in other
questions, such as Senior Officers and
Directors, and Non-U.S. Individuals
with physical access to certain facilities,
records, networks, or electronic
interfaces.

e Attachment E: Remove the
reference to “Foreign Party” in
questions 12, 18-21, 26, 31-34.

e Attachment A/Questions 7, 9;
Attachment B/Questions 7, 9;
Attachment C/Questions 12, 14;
Attachment D/Questions 13, 15;
Attachment E/Questions 5, 7;
Attachment F/Questions 7, 9: Amend
language pertaining to an applicant’s
involvement or association with prior
Commission or Committee on Foreign
Investment in the United States (CFIUS)
filings to specify that an “involved” or
“associated” Individual or Entity was
either the applicant in a prior
Commission or CFIUS filing or listed as
an owner in such a prior filing.

e Attachment A/Question 7;
Attachment B/Question 7; Attachment
C/Question 12; Attachment D/Question
13; Attachment E/Question 5;
Attachment F/Question 7: Adopt a ten-
year time boundary regarding prior
Commission filings that must be
disclosed.

e Attachment E/Question 19: Clarify
that broadcasters must provide the
information listed in Question 19 for
non-U.S. Individuals with access to (1)
all facilities and equipment in the
United States, (2) facilities outside the
United States that are used to broadcast
into the United States, and (3) facilities
both inside and outside the United
States that store, process, or provide
access to U.S. person data (including
data on current, past, and potential U.S.
customers).

e Attachment C/Question 37;
Attachment D/Question 39: Clarify that
for submarine cable applicants, only the
U.S. cable landing party need identify
an authorized law enforcement point of
contact.

e Attachment A/Question 37;
Attachment B/Question 36; Attachment
C/Question 45; Attachment D/Question
48; Attachment F/Question 38: Update
the list of U.S. critical infrastructure
sectors outlined in the Standard
Questions to track Presidential Policy
Directive 21 (PPD-21).
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e Attachment A/Section VI;
Attachment B/Section VI; Attachment
F/Section VI: Rename the list of services
in the Reference Questions section from
“Proposed Services” to ‘“Proposed
Services/Technologies/Network
Infrastructure.”

e Attachment A/Question 36;
Attachment B/Question 35; Attachment
F/Question 37: Revise questions so as to
obtain a general description of the
manner in which applicants will deliver
services to customers.

e Attachment A/Question 37;
Attachment B/Question 36; Attachment
C/Question 45; Attachment D/Question
48; Attachment F/Question 38: Revise
questions to use phrase “provide
services to” and add a statement
clarifying that the phrase “provide
services to” in these questions includes
situations in which the applicant
provides service to, has customers in, or
participates in the market in sectors of
U.S. critical infrastructure.

o All Attachments: Advise applicants
that in the event that they find a
question to be overly broad or unclear
in its applicability, they should explain
that in their response.

e All Attachments: Make several
revisions to the Standard Questions to
correct spelling and grammatical
mistakes, to correct formatting issues,
and to ensure that questions are
standardized across the six
questionnaires.

The Standard Questions—with these
changes and clarified instructions—will
ensure that the Committee has the
information it needs to conduct its
national security and law enforcement
review, while also addressing concerns
raised by commenters that certain
questions were unclear or overly
burdensome.

B. Summary of Significant Issues Raised
by Public Comments in Response to the
IRFA

58. The Commission did not receive
comments specifically addressing the
rules and policies proposed in the
Supplemental IRFA. Nonetheless, in
adopting the Standard Questions
reflected in this Second Report and
Order, the Commission has considered
the potential impact of the rules and
procedures proposed in the IRFA on
small entities in order to reduce the
economic impact of the rules and
procedures enacted herein on such
entities.

C. Response to Comments by the Chief
Counsel for Advocacy of the Small
Business Administration

59. Pursuant to the Small Business
Jobs Act of 2010, which amended the

RFA, the Commission is required to
respond to any comments filed by the
Chief Counsel for Advocacy of the Small
Business Administration (SBA), and to
provide a detailed statement of any
change made to the proposed rules as a
result of those comments.

60. The Chief Counsel did not file any
comments in response to the proposed
Standard Questions in this proceeding.

D. Description and Estimate of the
Number of Small Entities to Which the
Rules Will Apply

61. The RFA directs agencies to
provide a description of and, where
feasible, an estimate of the number of
small entities that will be affected by
rules. The RFA generally defines the
term ‘“‘small entity’’ as having the same
meaning as the terms “small business,”
“small organization,” and “‘small
governmental jurisdiction.” In addition,
the term “small business” has the same
meaning as the term “small business
concern” under the Small Business Act.
A small business concern is one which:
(1) Is independently owned and
operated; (2) is not dominant in its field
of operation; and (3) satisfies any
additional criteria established by the
Small Business Administration (SBA).
Initial and Final Regulatory Flexibility
Analyses were incorporated into the
Executive Branch Review Order and the
Notice of Proposed Rulemaking
associated with that Order. In this
Second Report and Order, we hereby
incorporate by reference the
descriptions and estimates of the
number of small entities, as well as the
associated analyses, set forth therein.

E. Description of Projected Reporting,
Recordkeeping and Other Compliance
Requirements for Small Entities

62. This Second Report and Order
adopts Standard Questions that would
affect reporting, recordkeeping, and
other compliance requirements for
applicants who file for international
section 214 authorizations, submarine
cable landing licenses or applications to
assign or transfer control of such
authorizations, and section 310(b)
petitions for declaratory rulings
(common carrier wireless, common
carrier satellite earth stations, or
broadcast). Applicants with reportable
foreign ownership will be required to
submit responses to standard national
security and law enforcement questions
and will need to certify in their
applications that they have submitted
the Standard Questions and will send a
copy of their FCC application to the
Committee. As noted in the FRFA in
connection with the Executive Branch
Review Order, all applicants for

international section 214 authority and
submarine cable licenses, regardless of
whether they have reportable foreign
ownership will be required to certify
that they: (1) Will comply with the
Communications Assistance for Law
Enforcement Act (CALEA); (2) will
make certain communications and
records available and subject to lawful
request or valid legal process under U.S.
law; (3) will designate a point of contact
in the United States who is a U.S.
citizen or lawful permanent resident; (4)
will keep all submitted information
accurate and complete during
application process and after the
application is no longer pending for
purposes of section 1.65 of the rules, the
authorization holder and/or licensee
must inform the Commission and the
Committee of any contact name
changes; and (5) understand that failing
to fulfill any condition of the grant or
providing materially false information
could result in revocation or
termination of their authorization and
other penalties. Petitioners for broadcast
licensee petitions for a section 310(b)
declaratory ruling for broadcast licenses
will make the last three certifications
but will not need to make the first two
certifications.

F. Steps Taken To Minimize the
Significant Economic Impact on Small
Entities, and Significant Alternative
Considered

63. The RFA requires an agency to
describe any significant, specifically
small business, alternatives that it has
considered in reaching its proposed
approach, which may include the
following alternatives, among others:
“(1) the establishment of differing
compliance or reporting requirements or
timetables that take into account the
resources available to small entities; (2)
the clarification, consolidation, or
simplification of compliance and
reporting requirements under the rules
for such small entities; (3) the use of
performance rather than design
standards; and (4) an exemption from
coverage of the rule, or any part thereof,
for such small entities.”

64. In this Second Report and Order,
the adopted Standard Questions will
help improve the timeliness and
transparency of the review process, thus
lessening the burden of the licensing
process on all applicants, including
small entities. Requiring applicants to
submit responses to the Standard
Questions prior to or at the same time
that they file their applications at the
Commission (rather than after filing the
application at the Commission) should
facilitate a faster response by the
Executive Branch on its national
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security and law enforcement review
and advance the shared goal of the
Commission and industry, including
small entities, to make the Executive
Branch review process as efficient as
possible. As discussed in the FRFA in
the Executive Branch Review Order,
timeframes for review of FCC
applications referred to the Executive
Branch have also been adopted, which
will help prevent unnecessary delays
and make the process more efficient and
transparent, which ultimately benefits
all applicants, including small entities.

G. Report to Congress

65. The Commission will send a copy
of the Second Report and Order,
including this Supplemental FRFA, in a
report to be sent to Congress pursuant
to the Small Business Regulatory
Enforcement Fairness Act of 1996.

Ordering Clauses

66. It is ordered that, pursuant to
sections 4(i), 4(j), 214, 303, 309, 310 and
413 of the Communications Act as
amended, 47 U.S.C. 154(i), 154(j), 214,
303, 309, 310 and 413, and the Cable
Landing License Act of 1921, 47 U.S.C.
34-39, and Executive Order No. 10530,
Section 5(a) reprinted as amended in 3
U.S.C. 301, this Second Report and
Order is adopted.

67. It is further ordered that as
discussed herein, pursuant to 47 U.S.C.
155(c) and 47 CFR 0.261, the Chief of
the International Bureau is directed to
administer and make available on a
public website, a standardized set of
national security and law enforcement
questions for the Categories of
Information set forth in Part 1, Subpart
CC of the Commission’s rules.

68. It is further ordered that the
Commission’s Consumer and
Governmental Affairs Bureau, Reference
Information Center, shall send a copy of
this Second Report and Order to
Congress and the Government
Accountability Office pursuant to the
Congressional Review Act, see 5 U.S.C.
801(a)(1)(A).

69. It is further ordered that the
Commission’s Consumer and
Governmental Affairs Bureau, Reference
Information Center, shall send a copy of
this Second Report and Order, including
the Supplemental Final Regulatory
Flexibility Analysis, to the Chief
Counsel for Advocacy of the Small
Business Administration.

Federal Communications Commission.
Katura Jackson,

Federal Register Liaison Officer.

[FR Doc. 2021-24944 Filed 12—1-21; 8:45 am]
BILLING CODE 6712-01-P

GENERAL SERVICES
ADMINISTRATION

48 CFR Parts 502, 509, 511, 512, 514,
532, 536, 538, and 552

[GSAR Case 2021-G510; Docket No. GSA-
GSAR 2021-0026; Sequence No. 1]

RIN 3090-AK37

General Services Administration
Acquisition Regulation (GSAR);
Updating References to Commercial
Items

AGENCY: Office of Acquisition Policy,
General Services Administration (GSA).
ACTION: Final rule.

SUMMARY: The General Services
Administration (GSA) is issuing a final
rule amending the General Services
Administration Acquisition Regulation
(GSAR) to conform to changes in the
Federal Acquisition Regulation (FAR)
that reflect an updated “commercial
item” definition pursuant to a section of
the John S. McCain National Defense
Authorization Act (NDAA) for Fiscal
Year (FY) 2019.

DATES: Effective January 3, 2022.

FOR FURTHER INFORMATION CONTACT: Mr.
Stephen Carroll at 817-253-7858 or
gsarpolicy@gsa.gov, for clarification of
content. For information pertaining to
status or publication schedules, contact
the Regulatory Secretariat at 202—501—
4755. Please cite GSAR Case 2021—
G510.

SUPPLEMENTARY INFORMATION:

I. Background

This final rule amends the General
Services Administration Acquisition
Regulation (GSAR) to change instances
of “commercial item(s)” with
commercial product(s), commercial
services(s), or both commercial
product(s) and commercial service(s) to
match similar actions taken in the
Federal Acquisition Regulation (FAR).

FAR Case 2018—-018 was published as
a final rule at 86 FR 61017 on November
4, 2021, to implement section 836 of the
John S. McCain National Defense
Authorization Act for Fiscal Year 2019
to separate the definition of
“commercial item” into the definitions
of “commercial product” and
‘“commercial service.”

It is important to note that the
amendment to separate “‘commercial
item” with “commercial product” and
“commercial service” does not expand
or shrink the universe of products or
services that the Government may
procure using GSAR part 512, nor does
it change the terms and conditions
vendors must comply with.

This rule does not add any new
solicitation provisions or contract
clauses. This rule merely replaces the
term ‘“‘commercial item(s)” with
“commercial product(s),” “commercial
service(s),” “‘commercial product(s) or
commercial service(s),” or ‘“‘commercial
product(s) and commercial service(s)”
in the GSAR including in part 552, as
appropriate. It does not add any new
burdens because the case does not add
or change any requirements with which
vendors must comply.

II. Authority for This Rulemaking

Title 40 of the United States Code
(U.S.C.) Section 121 authorizes GSA to
issue regulations, including the GSAR,
to control the relationship between GSA
and contractors.

III. Discussion and Analysis

As changed by FAR Case 2018-018,
and as required by section 836 of the
NDAA for FY 2019, this final rule
replaces instances of commercial item(s)
with commercial product(s),
commercial service(s), or both
commercial product(s) and commercial
service(s).

This final rule also replaces all
instances of ‘“non-commercial’’ and
“noncommercial” with “other than
commercial” as it relates to this rule.
This is an editorial change and will
provide consistent language to the FAR
and throughout the GSAR.

Other minor editorial changes are
made in this final rule to provide
consistent language.

IV. Executive Orders 12866 and 13563

Executive Orders (E.O.s) 12866 and
13563 direct agencies to assess all costs
and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). E.O. 13563 emphasizes the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. This rule has been reviewed
and determined by OMB not to be a
significant regulatory action and,
therefore, was not subject to review
under section 6(b) of E.O. 12866,
Regulatory Planning and Review, dated
September 30, 1993.

V. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as amended by the
Small Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a “major rule”” may take
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effect, the agency promulgating the rule
must submit a rule report, which
includes a copy of the rule, to each
House of the Congress and to the
Comptroller General of the United
States. A major rule cannot take effect
until 60 days after it is published in the
Federal Register. This rule has been
reviewed and determined by OMB not
to be a “major rule” under 5 U.S.C.
804(2).

VI. Notice for Public Comment

The statute that applies to the
publication of the GSAR is the Office of
Federal Procurement Policy statute
(codified at title 41 of the United States
Code). Specifically, 41 U.S.C. 1707(a)(1)
requires that a procurement policy,
regulation, procedure or form (including
an amendment or modification thereof)
must be published for public comment
if it relates to the expenditure of
appropriated funds, and has either a
significant effect beyond the internal
operating procedures of the agency
issuing the policy, regulation,
procedure, or form, or has a significant
cost or administrative impact on
contractors or offerors. This rule is not
required to be published for public
comment, because GSA is not issuing a
new regulation; rather, this rule is
merely an editorial change and will
provide consistent language to the FAR
(pursuant to section 836 of the John S.
McCain National Defense Authorization
Act for Fiscal Year 2019) throughout the
GSAR. The rule does not expand or
shrink the universe of products or
services that the Government may
procure using GSAR part 512, nor does
it change the terms and conditions
vendors must comply with.

This rule does not add any new
solicitation provisions or contract
clauses. This rule merely replaces the
term ‘“‘commercial item(s)” with
“commercial product(s),” “commercial
service(s),” ““commercial product(s) or
commercial service(s),” or ‘“commercial
product(s) and commercial service(s)”
in the GSAR including in part 552, as
appropriate. It does not add any new
burdens because the case does not add
or change any requirements with which
vendors must comply.

VII. Regulatory Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) does not apply to this
rule, because an opportunity for public
comment is not required to be given for
this rule under 41 U.S.C. 1707(a)(1) (see
Section VL. of this preamble).
Accordingly, no regulatory flexibility
analysis is required and none has been
prepared.

VIII. Paperwork Reduction Act

The final rule does not contain any
information collection requirements that
require the approval of the Office of
Management and Budget under the
Paperwork Reduction Act (44 U.S.C.
chapter 35).

List of Subjects in 48 CFR Parts 502,
509, 511, 512, 514, 532, 536, 538, and
552

Government procurement.

Jeffrey Koses,

Senior Procurement Executive, Office of
Acquisition Policy, Office of Government-
wide Policy, General Services Administration.

Therefore, GSA amends 48 CFR parts
502, 509, 511, 512, 514, 532, 536, 538,
and 552 as set forth below:

m 1. The authority citation for 48 CFR
parts 502, 509, 511, 512, 514, 532, 536,
538, and 552 continues to read as
follows:

Authority: 40 U.S.C. 121(c).

PART 502—DEFINITIONS OF WORDS
AND TERMS

502.101 [Amended]

m 2. Amend section 502.101 in the
introductory text by—

m a. Removing the words “that meet”
and adding the words ‘“‘that meets” in
its place;

m b. Removing the words “commercial
item” and adding the words
“commercial products and commercial
services” in its place; and

m c. Removing the word “supply”” and
adding the words “product” in its place.

PART 509—CONTRACTOR
QUALIFICATIONS

509.405-1 [Amended]

m 3. Amend section 509.405—1 by
removing from paragraph (b)(6)
“commercial items.)” and adding
“commercial products and commercial
services).” in its place.

PART 511—DESCRIBING AGENCY
NEEDS

511.602 [Amended]

m 4. Amend section 511.602 by
removing from introductory text of
paragraph (d) “any items’” and adding
“any product or service” in its place.

PART 512—ACQUISITION OF
COMMERCIAL PRODUCTS AND
COMMERCIAL SERVICES

m 5. Revise the heading for part 512 to
read as set forth above.

m 6. Revise the heading of subpart 512.3
to read as follows:

Subpart 512.3—Solicitation Provisions
and Contract Clauses for the
Acquisition of Commercial Products
and Commercial Services

512.301 [Amended]

m 7. Amend section 512.301 by—

m a. Removing from the section heading
and paragraph (a) introductory text
“commercial items” and adding
“commercial products and commercial
services” in its place;

m b. Removing from paragraph (a)(1)
“Acquisition of Commercial Items” and
“commercial items”” and adding
“Acquisitions of Commercial Products
and Commercial Services” and
“commercial products and commercial
services” in their places, respectively;

m c. Removing from paragraph (a)(2)
“Commercial Items” and ‘“‘commercial
item” and adding ‘“Commercial
Products and Commercial Services” and
“commercial products and commercial
services” in their places, respectively;

m d. Removing from paragraph (b)
“Commercial Items” and adding
“Commercial Products and Commercial
Services” in its place; and

m e. Removing from paragraph (d)(1)
“commercial items’’ and adding
“commercial products and commercial
services” in its place.

PART 514—SEALED BIDDING
514.201-2 [Amended]

m 8. Amend section 514.201-2 by
removing from paragraph (b)
“Commercial Items” and adding
“Commercial Products and Commercial
Services” in its place.

514.270-1 [Amended]

m 9. Amend section 514.270—1 by
removing “FAR 3.302” and adding
“FAR 2.101” in its place.

514.270-4 [Amended]

m 10. Amend section 514.270—4 in
paragraph (d)(3)(ii) by removing
“commercial items” and adding
“commercial products” in its place and
removing the word “etc.”.

514.270-7 [Amended]

m 11. Amend section 514.270-7 by
removing from paragraph (d) “item”
everywhere it appears and adding
“product” in its place.

PART 532—CONTRACT FINANCING

m 12. Revise the heading of subpart
532.1 to read as follows:
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Subpart 532.1—Financing for Other
Than a Commercial Purchase

532.908 [Amended]

m 13. Amend section 532.908 by
removing from paragraph (b)(2) “not for
commercial items” and adding ‘““for
other than commercial products or
commercial services” in its place.

PART 536—CONSTRUCTION AND
ARCHITECT-ENGINEER CONTRACTS

536.7104 [Amended]

m 14. Amend section 536.7104 by
removing ‘“‘services or items’” and
adding “services or supplies” in its
place.

PART 538—FEDERAL SUPPLY
SCHEDULE CONTRACTING

538.271 [Amended]

m 15. Amend section 538.271 by
removing from paragraph (a)
“commercial items as defined in FAR
2.101” and adding “commercial
products and commercial services” in
its place.

538.273 Amended]

m 16. Amend section 538.273 by—

m a. Removing from paragraph (b)
introductory text “Commercial Items”
and adding ‘“Commercial Products and
Commercial Services” in its place;

m b. Removing from paragraph (c)
introductory text “Evaluation—
Commercial Items” and adding
“Evaluation—Commercial Products and
Commercial Services” in its place;

m c. Removing from paragraph (c)(1)
“Commercial Items” and adding
“Commercial Products and Commercial
Services” in its place;

m d. Removing from paragraph (d)
introductory text “Conditions—
Commercial Items” and adding
“Conditions—Commercial Products and
Commercial Services” in its place;

m e. Removing from paragraph (d)(2)
“contemplate items” and adding the
word “contemplate products” in its
place;

m f. Removing from paragraphs (d)(19)
and (32) “for items” and adding ‘‘for
products” in its place; and

m g. Removing from paragraph (d)(35)
“when items” and adding ‘“when
products” in its place.

538.7003 [Amended]

m 17. Removing from paragraph (a)
“Conditions—Commercial Items’” and
adding “Conditions—Commercial
Products and Commercial Services” in
its place.

PART 552—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

m 18. Amend section 552.212—4 by
revising the section heading, clause
heading, and the date of the clause to
read as follows:

552.212-4 Contract Terms and
Conditions—Commercial Products and
Commercial Services (FAR DEVIATION).

* * * * *

Contract Terms and Conditions—
Commercial Products and Commercial
Services (FAR DEVIATION) (JAN,
2022).

* * * * *

m 19. Amend section 552.212-71 by—
W a. Revising the section heading, clause
heading, and date of the clause; and
m b. In paragraph (a) introductory text:
m i. Removing “items or components”
and adding “products, including
commercial components, and
commercial services” in its place; and
m ii. Removing from the last sentence
“The clauses” and adding “The GSAR
clauses” in its place.

The revisions read as follows:

552.212-71 Contract Terms and
Conditions Applicable to GSA Acquisitions
of Commercial Products and Commercial
Services.

* * * * *

Contract Terms and Conditions
Applicable to GSA Acquisitions of
Commercial Products and Commercial
Services (JAN, 2022).

* * * * *

m 20. Amend section 552.212-72 by—
m a. Revising the section heading, clause
heading, and date of the clause; and
m b. Removing from the introductory
text of the clause “‘commercial items or
components” and adding ‘“commercial
products, including commercial
components, and commercial services”
in its place.

The revisions read as follows:

552.212-72 Contract Terms and
Conditions Required To Implement Statutes
or Executive Orders Applicable to GSA
Acquisition of Commercial Products and
Commercial Services.

* * * * *

Contract Terms and Conditions
Required To Implement Statutes or
Executive Orders Applicable to GSA
Acquisition of Commercial Products
and Commercial Services (JAN, 2022)

* * * * *

m 21. Amend section 552.232-25 by:
m a. Revising the date of the clause; and
m b. Removing from paragraph (a)(5)
introductory text “Commercial Items”

and adding “Commercial Products and
Commercial Services” in its place.
The revision reads as follows:

552.232-25 Prompt Payment.

* * * * *

Prompt Payment (JAN, 2022)

* * * * *

m 22. Amend section 552.238-75 by—
m a. Revising the section heading, clause
heading, and date of the clause; and
m b. In paragraph (a):
m i. Revising the first sentence;
m ii. Removing from the second
sentence ‘“‘complexity of items”” and
adding “complexity of products or
services” in its place; and
m iii. Removing from the last sentence
“the item(s)” and adding ‘“‘the products
or services” in its place.

The revisions read as follows:

552.238-75 Evaluation—Commercial
Products and Commercial Services (Federal
Supply Schedule).

* * * * *

Evaluation—Commercial Products and
Commercial Services (Federal Supply
Schedule) (JAN, 2022)

(a) The Government may make
multiple awards for the supplies or
services offered in response to this
solicitation that meet the commercial
product or commercial service
definition in FAR clause 52.202-1.

* * %

* * * * *

m 23. Amend section 552.238-78 by:

m a. Revising the date of the clause; and

m b. Removing from paragraph (d)

introductory text “an item’s” and

adding “an product’s” in its place.
The revision reads as follows:

552.238-78 Identification of Products That
Have Environmental Attributes.
* * * * *

Identification of Products That Have
Environmental Attributes (JAN, 2022)

* * * *

m 24. Amend section 552.238-82 by—
m a. Revising the date of the clause;
m b. Removing form paragraph (b)(1)(vii)
“Commercial Items” and adding
“Commercial Products and Commercial
Services” in its place; and
m c. Removing from Alternate II,
paragraph (b)(1)(v), “Commercial Items”
and adding “Commercial Products or
Services” in its place.

The revision reads as follows:

552.238-82 Modifications (Federal Supply
Schedules).

* * * * *
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Modifications (Federal Supply
Schedules) (JAN, 2022)

* * * * *

m 25. Amend section 552.238-111 by—
m a. Revising the date of the clause; and

m b. Removing form paragraph (c)
“Commercial Items” and adding
“Commercial Products and Commercial
Services” in its place.

The revision reads as follows:

552.238-111 Environmental Protection
Agency Registration Requirement.

* * * * *

Environmental Protection Agency
Registration Requirement (JAN, 2022)

* * * * *

m 26. Amend section 552.238-114 by—
m a. Revising the date of the clause; and
m b. Removing form paragraph (a)(1)
“Commercial Item” and adding
“Commercial Products and Commercial
Services” in its place.

The revision reads as follows:

552.238-114 Use of Federal Supply
Schedule Contracts by Non-Federal
Entities.

* * * * *

Use of Federal Supply Schedule
Contracts by Non-Federal Entities (JAN,
2022)

* * * * *
[FR Doc. 2021-25274 Filed 12-1-21; 8:45 am]
BILLING CODE 6820-61-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF THE INTERIOR
National Indian Gaming Commission
25 CFR Part 514

RIN 3141-AA77

Fees

AGENCY: National Indian Gaming
Commission, Department of the Interior.

ACTION: Proposed rule.

SUMMARY: The National Indian Gaming
Commission proposes to amend agency
procedures for calculating the amount of
annual fee a gaming operation owes the
National Indian Gaming Commission.
The proposed amendments will allow a
gaming operation to exclude certain
promotional credits from the calculation
of Assessable Gross Gaming Revenue.
DATES: Written comments on this
proposed rule must be received on or
before January 3, 2022.

ADDRESSES: You may submit comments
by any one of the following methods,
however, please note that comments
sent by electronic mail are strongly
encouraged.

» Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

» Email comments to: information@
nigc.gov.

» Mail comments to: National Indian
Gaming Commission, 1849 C Street NW,
MS 1621, Washington, DC 20240.

» Fax comments to: National Indian
Gaming Commission at 202—632-0045.
FOR FURTHER INFORMATION CONTACT:
Austin Badger at (202) 632—7003 or by
fax (202) 632—7066 (these numbers are
not toll free).

SUPPLEMENTARY INFORMATION:

I. Background

The Indian Gaming Regulatory Act
(IGRA or Act), Public Law 100—497, 25
U.S.C. 2701 et seq., was signed into law
on October 17, 1988. The Act
established the National Indian Gaming
Commission (“NIGC” or “Commission”’)
and set out a comprehensive framework

for the regulation of gaming on Indian
lands. On August 15 1991, the NIGC
published a final rule in the Federal
Register called Annual Fees Payable By
Class II Gaming Operations. 58 FR 5831.
The rule added a new part to the
Commission’s regulations to provide
direction and guidance to Class II
gaming operations to enable them to
compute and pay the annual fees as
authorized by the Indian Gaming
Regulatory Act. The Commission has
substantively amended them numerous
times, most recently in 2018 (83 FR
2903).

II. Development of the Rule

On, June 9, 2021, the National Indian
Gaming Commission sent a Notice of
Consultation announcing that the
Agency intended to consult on a
number of topics, including proposed
changes to the fee regulations. Prior to
consultation, the Commission released
proposed discussion drafts of the
regulations for review. The proposed
amendment to the fee regulations were
intended to provide clarity as to
whether a tribal gaming operation must
include certain promotional credits,
commonly referred to as “free play,” as
“money wagered” for purposes of
calculating assessable gross revenues.
The Commission held two virtual
consultation sessions in July of 2021 to
receive tribal input on the possible
changes.

The Commission reviewed all
comments received as part of the
consultation process. One comment
suggested that rather than allowing a
tribal gaming operation to decide
whether to exclude the promotional
credits, it should make the exclusion
mandatory. The Commission rejected
this comment for purposes of this
proposed rulemaking so as to provide
maximum flexibility to tribal gaming
operations to decide for themselves
whether to exclude the credits or not.
That being said, the Commission is
especially interested in comments as to
whether there would be unintended
consequences if the Commission were to
allow the tribal gaming operation to
decide if it will deduct promotional
credits.

III. Regulatory Matters

Regulatory Flexibility Act

The rule will not have a significant
impact on a substantial number of small

entities as defined under the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq.
Moreover, Indian Tribes are not
considered to be small entities for the
purposes of the Regulatory Flexibility
Act.

Small Business Regulatory Enforcement
Fairness Act

The rule is not a major rule under 5
U.S.C. 804(2), the Small Business
Regulatory Enforcement Fairness Act.
The rule does not have an effect on the
economy of $100 million or more. The
rule will not cause a major increase in
costs or prices for consumers,
individual industries, Federal, State,
local government agencies or geographic
regions, nor will the proposed rule have
a significant adverse effect on
competition, employment, investment,
productivity, innovation, or the ability
of the enterprises, to compete with
foreign based enterprises.

Unfunded Mandate Reform Act

The Commission, as an independent
regulatory agency, is exempt from
compliance with the Unfunded
Mandates Reform Act, 2 U.S.C. 1502(1);
2 U.S.C. 658(1).

Takings

In accordance with Executive Order
12630, the Commission has determined
that the rule does not have significant
takings implications. A takings
implication assessment is not required.

Civil Justice Reform

In accordance with Executive Order
12988, the Commission has determined
that the rule does not unduly burden the
judicial system and meets the
requirements of sections 3(a) and 3(b)(2)
of the Order.

National Environmental Policy Act

The Commission has determined that
the rule does not constitute a major
federal action significantly affecting the
quality of the human environment and
that no detailed statement is required
pursuant to the National Environmental
Policy Act of 1969, 42 U.S.C. 4321, et
seq.

Paperwork Reduction Act

The information collection

requirements contained in this rule

were previously approved by the Office
of Management and Budget as required
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by 44 U.S.C. 3501, et seq., and assigned
OMB Control Number 3141-0007.

Tribal Consultation

The National Indian Gaming
Commission is committed to fulfilling
its tribal consultation obligations—
whether directed by statute or
administrative action such as Executive
Order (E.O.) 13175 (Consultation and
Coordination with Indian Tribal
Governments)—by adhering to the
consultation framework described in its
Consultation Policy published July 15,
2013. The NIGC’s consultation policy
specifies that it will consult with tribes
on Commission Action with Tribal
Implications, which is defined as: Any
Commission regulation, rulemaking,
policy, guidance, legislative proposal, or
operational activity that may have a
substantial direct effect on an Indian
tribe on matters including, but not
limited to the ability of an Indian tribe
to regulate its Indian gaming; an Indian
tribe’s formal relationship with the
Commission; or the consideration of the
Commission’s trust responsibilities to
Indian tribes.

Pursuant to this policy, on June 9,
20201, the National Indian Gaming
Commission sent a Notice of
Consultation announcing that the
Agency intended to consult on a
number of topics, including proposed
changes to the fee regulations.

List of Subjects in 25 CFR Part 514

Administrative practice and
procedure, Gambling, Indian, Indians—
lands, Indians—tribal government,
Indians—business and finance.

For the reasons discussed in the
Preamble, the Commission proposes to
revise its regulations at 25 CFR part 514
as follows:

PART 514—FEES

m 1. The authority citation for part 514
continues to read as follows:

Authority: 25 U.S.C. 2706, 2710, 2717,
2717a.

m 2. Amend § 514.4 by revising
paragraph (f) and adding paragraph (g)
to read as follows:

§514.4 How does a gaming operation
calculate the amount of the annual fee it
owes?

* * * * *

(f) The amounts wagered that the
gaming operation can demonstrate were
issued by the gaming operation as
promotional credits may be excluded
from the total amount of money
wagered.

(g) Unless otherwise provided by
regulation, generally accepted
accounting principles shall be used.

Dated: November 18, 2021, Washington,
DC.

E. Sequoyah Simermeyer,

Chairman.

[FR Doc. 2021-25838 Filed 12—1-21; 8:45 am]
BILLING CODE 7565-01-P

DEPARTMENT OF THE INTERIOR

National Indian Gaming Commission

25 CFR Part 537
RIN 3141-AA58

Background Investigations for Persons
or Entities With a Financial Interest in
or Having a Management
Responsibility for a Management
Contract

AGENCY: National Indian Gaming
Commission, Department of the Interior.

ACTION: Notice of proposed rulemaking.

SUMMARY: The National Indian Gaming
Commission proposes to amend its
procedures for processing a request for
approval of a management contract
under the Indian Gaming Regulatory
Act. The proposed amendments make
the following changes to the current
regulations. The regulations will now
require a background investigation of all
persons who have 10 percent or more
direct or indirect financial interest in a
management contract. The regulations
will also require a background
investigation of all entities with 10
percent or more financial interest in a
management contract. The regulations
now require a background investigation
of any other person or entity with a
direct or indirect financial interest in a
management contract otherwise
designated by the Commission. The
regulations authorize the Chair, either
by request or unilaterally, to exercise
discretion to reduce the scope of the
information to be furnished and
background investigation to be
conducted for certain entities.

DATES: Written comments on this
proposed rule must be received on or
before January 3, 2022.

ADDRESSES: You may submit comments
by any one of the following methods,
however, please note that comments
sent by electronic mail are strongly
encouraged.

» Federal eRulemaking Portal: Go to
https://www.regulations.gov. Follow the
instructions for submitting comments.

» Email comments to: information@
nigc.gov.

» Mail comments to: National Indian
Gaming Commission, 1849 C Street NW,
MS 1621, Washington, DC 20240.

s Fax comments to: National Indian
Gaming Commission at 202—632—-0045.
FOR FURTHER INFORMATION CONTACT:
Heather McMillan Nakai at (202) 632—
7003 or by fax (202) 632-7066 (these
numbers are not toll free).
SUPPLEMENTARY INFORMATION:

I. Comments Invited

Interested parties are invited to
participate in this proposed rulemaking
by submitting such written data, views,
or arguments as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal.

II. Background

The Indian Gaming Regulatory Act
(IGRA or Act), Public Law 100—497, 25
U.S.C. 2701 et seq., was signed into law
on October 17, 1988. The Act
established the National Indian Gaming
Commission (“NIGC” or “Commission”’)
and set out a comprehensive framework
for the regulation of gaming on Indian
lands. On January 22, 1993, the NIGC
published a final rule in the Federal
Register called Background
Investigations for Person or Entities with
a Financial Interest in a Management
Contract, 58 FR 5831. The rule added a
new part to the Commission’s
regulations implementing the mandates
of the Indian Gaming Regulatory Act of
1988 by establish the requirements and
procedures for the approval of
management contracts concerning
Indian gaming operations and the
conduct of related background
investigations. The Commission has
substantively amended them numerous
times, most recently in 2012 (77 FR
47516).

III. Development of the Rule

On, June 9, 20201, the National Indian
Gaming Commission sent a Notice of
Consultation announcing that the
Agency intended to consult on a
number of topics, including proposed
changes to the management contract
process. Prior to consultation, the
Commission released proposed
discussion drafts of the regulations for
review. The proposed amendment to the
management contract regulations were
intended to improve the Agency’s
efficiency in processing management
agreements and background
investigations, clarify existing
regulations, and provide guidance on
extending management contracts. The
Commission held two virtual
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consultation sessions in July of 2021 to
receive tribal input on the possible
changes.

The Commission reviewed all
comments and now proposes these
changes which it believes will improve
the Agency’s efficiency in processing
background investigations.

IV. Regulatory Matters

Regulatory Flexibility Act

The rulemaking will not have a
significant impact on a substantial
number of small entities as defined
under the Regulatory Flexibility Act, 5
U.S.C. 601, et seq. Moreover, Indian
Tribes are not considered to be small
entities for the purposes of the
Regulatory Flexibility Act.

Small Business Regulatory Enforcement
Fairness Act

The proposed rule is not a major rule
under 5 U.S.C. 804(2), the Small
Business Regulatory Enforcement
Fairness Act. The rulemaking does not
have an effect on the economy of $100
million or more. The proposed rule will
not cause a major increase in costs or
prices for consumers, individual
industries, Federal, State, local
government agencies or geographic
regions, nor will the proposed rule have
a significant adverse effect on
competition, employment, investment,
productivity, innovation, or the ability
of the enterprises, to compete with
foreign based enterprises.

Unfunded Mandate Reform Act

The Commission, as an independent
regulatory agency, is exempt from
compliance with the Unfunded
Mandates Reform Act, 2 U.S.C. 1502(1);
2 U.S.C. 658(1).

Takings

In accordance with Executive Order
12630, the Commission has determined
that the proposed rule does not have
significant takings implications. A
takings implication assessment is not
required.

Civil Justice Reform

In accordance with Executive Order
12988, the Commission has determined
that the proposed rule does not unduly
burden the judicial system and meets
the requirements of sections 3(a) and
3(b)(2) of the order.

National Environmental Policy Act

The Commission has determined that
the rulemaking does not constitute a
major federal action significantly
affecting the quality of the human
environment and that no detailed
statement is required pursuant to the

National Environmental Policy Act of
1969, 42 U.S.C. 4321, et seq.

Paperwork Reduction Act

The information collection
requirements contained in this rule
were previously approved by the Office
of Management and Budget as required
by 44 U.S.C. 3501, et seq., and assigned
Office of Management and Budget
(OMB) Control Number 3141-0004.

Tribal Consultation

The National Indian Gaming
Commission is committed to fulfilling
its tribal consultation obligations—
whether directed by statute or
administrative action such as Executive
Order (E.O.) 13175 (Consultation and
Coordination with Indian Tribal
Governments)—by adhering to the
consultation framework described in its
Consultation Policy published July 15,
2013. The NIGC’s consultation policy
specifies that it will consult with tribes
on Commission Action with Tribal
Implications, which is defined as: Any
Commission regulation, rulemaking,
policy, guidance, legislative proposal, or
operational activity that may have a
substantial direct effect on an Indian
tribe on matters including, but not
limited to the ability of an Indian tribe
to regulate its Indian gaming; an Indian
tribe’s formal relationship with the
Commission; or the consideration of the
Commission’s trust responsibilities to
Indian tribes.

Pursuant to this policy, on June 9,
20201, the National Indian Gaming
Commission sent a Notice of
Consultation announcing that the
Agency intended to consult on a
number of topics, including proposed
changes to the management contract
process.

List of Subjects in 25 CFR Part 537

Administrative practice and
procedure, Gambling, Indians—business
and finance, Indian—Indian lands,
Indians—tribal government.

For the reasons discussed in the
Preamble, the Commission proposes to
amend its regulations at 25 CFR part 537
as follows:

PART 537—BACKGROUND
INVESTIGATIONS FOR PERSONS OR
ENTITIES WITH A FINANCIAL
INTEREST IN, OR HAVING
MANAGEMENT RESPONSIBILITY FOR,
A MANAGEMENT CONTRACT

m 1. The authority citation for part 537
continues to read as follows:

Authority: 25 U.S.C. 81, 2706(b)(10),
2710(d)(9), 2711.

m 2. Amend §537.1 by revising
paragraphs (a)(3) through (5) and adding
paragraph (d) to read as follows:

§537.1 Applications for approval.

(a) * % %

(3) All persons who have 10 percent
or more direct or indirect financial
interest in a management contract;

(4) All entities with 10 percent or
more financial interest in a management
contract; and

(5) Any other person or entity with a
direct or indirect financial interest in a
management contract otherwise

designated by the Commission.
* * * * *

(d) For any of the following entities,
or individuals associated with the
following entities, the Chair may, upon
request or unilaterally, exercise
discretion to reduce the scope of the
information to be furnished and
background investigation to be
conducted:

(1) Tribe as defined at 25 CFR 502.13;

(2) Wholly owned tribal entity;

(3) National bank; or

(4) Institutional investor that is
federally regulated or is required to
undergo a background investigation and
licensure by a state or tribe pursuant to
a tribal-state compact.

Dated: November 18, 2021, Washington,
DC.

E. Sequoyah Simermeyer,

Chairman.

[FR Doc. 2021-25844 Filed 12-1-21; 8:45 am]
BILLING CODE 7565-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R04-OAR-2020-0406; FRL~9319-01—
R4]

Air Plan Approval; Georgia; 2015
8-Hour Ozone Nonattainment New
Source Review Permit Program
Requirements

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: The Environmental Protection
Agency (EPA) is proposing to approve a
revision to the Georgia State
Implementation Plan (SIP) submitted by
the State of Georgia through the Georgia
Environmental Protection Division (GA
EPD) on July 2, 2020. EPA is proposing
to approve Georgia’s certification of
existing Nonattainment New Source
Review (NNSR) permitting regulations
to meet the nonattainment planning
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requirements for the 2015 8-hour ozone
National Ambient Air Quality Standards
(NAAQS) for the Atlanta Area,
comprised of the counties of Bartow,
Clayton, Cobb, DeKalb, Fulton,
Gwinnett, and Henry. This action is
being proposed pursuant to the Clean
Air Act (CAA or Act) and its
implementing regulations.

DATES: Comments must be received on
or before January 3, 2022.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R04—
OAR-2020-0406 at
www.regulations.gov. Follow the online
instructions for submitting comments.
Once submitted, comments cannot be
edited or removed from Regulations.gov.
EPA may publish any comment received
to its public docket. Do not submit
electronically any information you
consider to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Multimedia submissions (audio, video,
etc.) must be accompanied by a written
comment. The written comment is
considered the official comment and
should include discussion of all points
you wish to make. EPA will generally
not consider comments or comment
contents located outside of the primary
submission (i.e., on the web, cloud, or
other file sharing system). For
additional submission methods, the full
EPA public comment policy,
information about CBI or multimedia
submissions, and general guidance on
making effective comments, please visit
www2.epa.gov/dockets/commenting-
epa-dockets.

FOR FURTHER INFORMATION CONTACT:
Pearlene Williams, Air Regulatory
Management Section, Air Planning and
Implementation Branch, Air and
Radiation Division, U.S. Environmental
Protection Agency, Region 4, 61 Forsyth
Street SW, Atlanta, Georgia 30303—-8960.
The telephone number is (404) 562—
9144. Ms. Williams can also be reached
via electronic mail at
williams.pearlene@epa.gov.

SUPPLEMENTARY INFORMATION:
I. Background

The New Source Review (NSR)
program is a preconstruction permitting
program that requires certain stationary
sources of air pollution to obtain
permits prior to beginning construction.
The NSR permitting program applies to
new construction and modification of
existing sources. New construction and
modifications that emit “regulated NSR
pollutants” over certain thresholds are
subject to major NSR requirements,
while smaller emitting sources and

modifications may be subject to minor
NSR requirements.

Major NSR permits for sources that
are in attainment or unclassifiable areas
are referred to as Prevention of
Significant Deterioration (PSD) permits.
Major NSR permits for sources in
nonattainment areas and that emit
pollutants above the specified
thresholds for which the area is in
nonattainment are referred to as NNSR
permits.

A new stationary source is subject to
major NSR requirements if its potential
to emit a regulated NSR pollutant
exceeds certain emission thresholds. If
it exceeds the applicable threshold, the
NSR regulations define it as a “‘major
stationary source.” An existing major
stationary source triggers major NSR
permitting requirements when it
undergoes a “major modification,”
which occurs when a source undertakes
a physical change or change in method
of operation (i.e., a “project”) that
would result in: (1) A significant
emissions increase from the project, and
(2) a significant net emissions increase
from the source. See, e.g., 40 CFR
51.165(a)(1)(v)(A) and 40 CFR
51.165(a)(1)(xxxix).

On October 1, 2015, EPA promulgated
a revised 8-hour NAAQS of 0.070 parts
per million (ppm). See 80 FR 65292
(October 26, 2015). Upon promulgation
of a new or revised ozone NAAQS,
section 107(d) of the CAA requires EPA
to designate as nonattainment any area
that is violating the NAAQS (or that
contributes to ambient air quality in a
nearby area that is violating the
NAAQS). As part of the designations
process for the 2015 8-hour ozone
NAAQS, the Atlanta Area was
designated as a ‘““Marginal” ozone
nonattainment area, effective August 3,
2018. See 83 FR 25776 (June 4, 2018).
Areas that were designated as
“Marginal”” ozone nonattainment areas
were required to attain the 2015 8-hour
ozone NAAQS no later than three years
after the effective date of designation.
See 40 CFR 51.1303.

On December 6, 2018, EPA issued a
final rule entitled “Implementation of
the 2015 National Ambient Air Quality
Standards for ozone: State
Implementation Plan Requirements”
(SIP Requirements Rule), which
establishes the requirements that state,
tribal, and local air quality management
agencies must meet as they develop
implementation plans for areas where
air quality exceeds the 2015 8-hour

1The Atlanta nonattainment area for the 2015 8-
hour ozone NAAQS consists of the following
counties: Bartow, Clayton, Cobb, DeKalb, Fulton,
Gwinnett, and Henry.

ozone NAAQS. See 83 FR 62998; 40
CFR part 51, subpart CC.

Based on the nonattainment
designation for the 2015 8-hour ozone
standard, Georgia was required to
develop a SIP revision addressing the
requirements of CAA sections 172(c)(5)
and 173 for the Atlanta Area. See 42
U.S.C. 7502(c). Section 172(c)(5) of the
CAA requires each state with a
nonattainment area to submit a SIP
revision requiring NNSR permits in the
nonattainment area in accordance with
the permitting requirements of CAA
section 173.2 The minimum SIP
requirements for NNSR permitting for
the 2015 8-hour ozone NAAQS are
located in 40 CFR 51.165. See 40 CFR
51.1314. On July 2, 2020, Georgia
submitted a SIP revision addressing,
among other things,? permit program
requirements (i.e., NNSR) for the 2015
8-hour ozone NAAQS for the Atlanta
Area. EPA’s analysis of how this SIP
revision addresses the NNSR
requirements for the 2015 8-hour ozone
NAAQS is provided below.

II. Analysis of the State’s Submittal

Georgia’s longstanding SIP-approved
NNSR program, established in Rule
391-3-1-.03(8), Permit Requirements,
applies to the construction and
modification of major stationary sources
in nonattainment areas. In its July 2,
2020, SIP revision, Georgia certifies that
the version of Rule 391-3—-1-.03(8) in
the SIP satisfies the federal NNSR
requirements for the Atlanta Area. EPA
approved Georgia’s NNSR certification
for the 2008 8-hour ozone NAAQS
Atlanta metropolitan nonattainment
area® into the Georgia SIP on March 22,
2017. See 82 FR 14611. The SIP-
approved version of Rule 391-3—-1—
.03(8) has been updated three times
since that 2017 rulemaking.

On October 16, 2017, this rule was
updated to revise NSR permitting
regulations to be consistent with federal
regulations. EPA approved changes to
Rule 391-3-1.03(8), Permit
Requirements, at paragraph (g), which
revised NNSR rules, and at paragraph
(d). See 82 FR 47993.

In a January 16, 2020, rulemaking,
EPA approved additional changes to
Georgia’s NNSR permitting rules in

2CAA Section 173 requires, among other things,
emissions offsets. The emissions offset ratio for
Marginal ozone nonattainment areas is found in
CAA section 182(a)(4).

3 The other elements of this submittal are being
addressed in separate rulemakings.

4The former Atlanta nonattainment area for the
2008 8-hour ozone NAAQS, which has since been
redesignated to attainment, consists of the following
counties: Bartow, Cherokee, Clayton, Cobb, Coweta,
DeKalb, Douglas, Fayette, Forsyth, Fulton,
Gwinnett, Henry, Newton, Paulding, and Rockdale.
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391-3-1.03(8), reflecting Georgia’s
redesignation to attainment for the 2008
8-hour ozone NAAQS for metro Atlanta
counties, and designation of the Atlanta
Area as a “Marginal”” nonattainment
area for the 2015 ozone NAAQS. See 85
FR 2646. Specifically, EPA approved
changes to NNSR permitting
requirements in Rule 391-3-1-.03(8)
that removed the NNSR provisions
previously applicable to the counties
that were part of the Atlanta 1-hour
ozone Area and removed references to
that provision, since they no longer
applied. In addition, permitting
requirements were applied to certain
electric generating units (EGUs) located
in counties within the maintenance area
for the 1997 8-hour ozone NAAQS.5

Additionally, on September 16, 2020,
EPA approved clarifying and ministerial
changes to permitting regulations at
Rule 391-3—-1-.03(8), Permit
Requirements. See 85 FR 57694. That
action also changed the status of five
counties under paragraph (e), which
specifies counties that are contributing
to the ambient air level of ozone in the
listed metropolitan Atlanta counties
(including the counties in the current
nonattainment area for the 2015 8-hour
ozone NAAQS), and approved other
minor typographical edits to other
subparagraphs for consistent formatting.

Lastly, Rule 391-3—-1-.03(8)(c)
requires emissions offsets for several
counties within and surrounding the
metropolitan Atlanta Nonattainment
Area (including the counties in the
current nonattainment area for the 2015
8-hour ozone NAAQS). This rule
continues to exceed the required offset
ratios for Marginal ozone nonattainment
areas in CAA section 182(a)(4).

The current SIP-approved version of
Rule 391-3-1-.03(8), Permit
Requirements, covers the entire Atlanta
Area and remains adequate to meet all
applicable NNSR requirements for the
2015 8-hour ozone NAAQS. EPA is
therefore proposing to approve Georgia’s
certification that Rule 391-3—-1-.03(8)
meets the NNSR requirements for
implementation of the 2015 ozone
NAAQS.

III. Proposed Action

EPA is proposing to approve Georgia’s
SIP revision addressing the NNSR
requirements for the 2015 8-hour ozone
NAAQS for the Atlanta Area, submitted
on July 2, 2020. EPA has concluded that
Georgia’s submission fulfills the 40 CFR
51.1314 requirement and meets the
requirements of CAA sections 172(c)(5)

5 An area redesignated from nonattainment to
attainment is referred to as a maintenance area.

and 173 and the minimum SIP
requirements of 40 CFR 51.165.

IV. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable Federal regulations.
See 42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the CAA. This proposed action merely
proposes to approve state law as
meeting Federal requirements and does
not impose additional requirements
beyond those imposed by state law. For
that reason, this proposed action:

¢ Is not a significant regulatory action
subject to review by the Office of
Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

e Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

The SIP is not approved to apply on
any Indian reservation land or in any
other area where EPA or an Indian tribe
has demonstrated that a tribe has
jurisdiction. In those areas of Indian
country, the rule does not have tribal

implications as specified by Executive
Order 13175 (65 FR 67249, November 9,
2000), nor will it impose substantial
direct costs on tribal governments or
preempt tribal law.

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen Oxide, Ozone, Reporting and
recordkeeping requirements, Volatile
organic compounds.

Authority: 42 U.S.C. 7401 et seq.

Dated: November 26, 2021.
John Blevins,
Acting Regional Administrator, Region 4.
[FR Doc. 2021-26139 Filed 12—1-21; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[EPA-R04-0OAR-2020-0401; FRL-9305-01—
R4]

Air Plan Approval; Georgia; Emissions
Statements Requirements for the 2015
8-Hour Ozone Standard Atlanta
Nonattainment Area

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: The Environmental Protection
Agency (EPA) is proposing to approve
state implementation plan (SIP)
revisions submitted by the State of
Georgia through the Georgia
Environmental Protection Division (GA
EPD) on July 2, 2020, and November 4,
2021. Both submittals address the
emissions statements requirements for
the 2015 8-hour ozone national ambient
air quality standards (NAAQS) for the
Atlanta, Georgia 2015 8-hour ozone
nonattainment area (hereinafter referred
to as the ‘“Atlanta Area”). These
requirements apply to all ozone
nonattainment areas. The Atlanta Area
is comprised of seven counties in and
around metropolitan Atlanta (Bartow,
Clayton, Cobb, DeKalb, Fulton,
Gwinnett, and Henry). This action is
being proposed pursuant to the Clean
Air Act (CAA or Act).

DATES: Comments must be received on
or before January 3, 2022.

ADDRESSES: Submit your comments,
identified by Docket ID No. EPA-R04—
OAR-2020-0401 at
www.regulations.gov. Follow the online
instructions for submitting comments.
Once submitted, comments cannot be
edited or removed from Regulations.gov.
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EPA may publish any comment received
to its public docket. Do not submit
electronically any information you
consider to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Multimedia submissions (audio, video,
etc.) must be accompanied by a written
comment. The written comment is
considered the official comment and
should include discussion of all points
you wish to make. EPA will generally
not consider comments or comment
contents located outside of the primary
submission (i.e., on the web, cloud, or
other file sharing system). For
additional submission methods, the full
EPA public comment policy,
information about CBI or multimedia
submissions, and general guidance on
making effective comments, please visit
www2.epa.gov/dockets/commenting-
epa-dockets.

FOR FURTHER INFORMATION CONTACT:
Tiereny Bell, Air Regulatory
Management Section, Air Planning and
Implementation Branch, Air and
Radjiation Division, U.S. Environmental
Protection Agency, Region 4, 61 Forsyth
Street SW, Atlanta, Georgia 30303—-8960.
The telephone number is (404) 562—
9088. Ms. Bell can also be reached via
electronic mail at bell.tiereny@epa.gov.

SUPPLEMENTARY INFORMATION:

I. Background

On October 1, 2015, EPA promulgated
arevised 8-hour primary and secondary
ozone NAAQS, strengthening both from
0.075 parts per million (ppm) to 0.070
ppm (the 2015 8-hour Ozone NAAQS).
See 80 FR 65292 (October 26, 2015). The
2015 8-hour ozone NAAQS is set at
0.070 ppm based on an annual fourth-
highest daily maximum 8-hour average
concentration averaged over three years.
Under EPA’s regulations at 40 CFR part
50, the 2015 8-hour ozone NAAQS is
attained when the 3-year average of the
annual fourth-highest daily maximum
8-hour average ambient air quality
ozone concentration is less than or
equal to 0.070 ppm. See 40 CFR 50.19.
Ambient air quality monitoring data for
the 3-year period must meet a data
completeness requirement. The ambient
air quality monitoring data
completeness requirement is met when
the average percentage of days with
valid ambient monitoring data is greater
than 90 percent, and no single year has
less than 75 percent data completeness
as determined using Appendix U of part
50.

Upon promulgation of a new or
revised ozone NAAQS, the CAA
requires EPA to designate as
nonattainment any area that is violating

the NAAQS based on the three most
recent years of ambient air quality data
at the conclusion of the designation
process. On April 30, 2018, EPA
designated a 7-county area in and
around metropolitan Atlanta as a
marginal ozone nonattainment area for
the 2015 8-hour ozone NAAQS.® The
Atlanta Area was designated
nonattainment for the 2015 8-hour
ozone NAAQS on April 30, 2018
(effective August 3, 2018) using 2014—
2016 ambient air quality data. See 83 FR
25776 (June 4, 2018). On December 6,
2018, EPA finalized a rule titled
“Implementation of the 2015 National
Ambient Air Quality Standards for
Ozone: Nonattainment Area State
Implementation Plan Requirements”
(SIP Requirements Rule) that establishes
the requirements that state, tribal, and
local air quality management agencies
must meet as they develop
implementation plans for areas where
air quality exceeds the 2015 8-hour
ozone NAAQS.2 See 83 FR 62998
(December 6, 2018); 40 CFR part 51,
subpart CC. This rule establishes
nonattainment area attainment dates
based on Table 1 of section 181(a) of the
CAA, including an attainment date of
August 3, 2021, three years after the
August 3, 2018, designation effective
date, for areas classified as marginal for
the 2015 8-hour ozone NAAQS. Based
on the nonattainment designation,
Georgia was required to develop a SIP
revision addressing certain CAA
requirements for the Atlanta Area,
including, pursuant to CAA section
182(a)(3)(B), a SIP revision addressing
the emissions statements requirements.
Ground level ozone is not emitted
directly into the air but is created by
chemical reactions between oxides of
nitrogen (NOx) and volatile organic
compounds (VOC) in the presence of
sunlight. Emissions from industrial
facilities and electric utilities, motor
vehicle exhaust, gasoline vapors, and
chemical solvents are some of the major
sources of NOx and VOC. Section
182(a)(3)(B) of the CAA requires states
with ozone nonattainment areas to
submit a SIP revision requiring annual
emissions statements to be submitted to

1 The nonattainment area for the 2015 8-hour
ozone standard consists of the following counties:
Bartow, Clayton, Cobb, DeKalb, Fulton, Gwinnett,
and Henry.

2The SIP Requirements Rule addresses a range of
nonattainment area SIP requirements for the 2015
8-hour ozone NAAQS, including requirements
pertaining to attainment demonstrations, reasonable
further progress, reasonably available control
technology, reasonably available control measures,
major nonattainment new source review, emission
inventories, and the timing of SIP submissions and
compliance with emission control measures in the
SIP.

the state by the owner or operator of
each NOx and VOC stationary source.
However, a state may waive the
emissions statements requirements for
any class or category of stationary
sources which emit less than 25 tons per
year (tpy) of VOC or NOx if the state
provides an inventory of emissions as
required by CAA section 182 that
accounts for emissions from those
sources. See CAA section
182(a)(3)(B)(ii). The first statement is
due three years from the area’s
nonattainment designation, and
subsequent statements are due at least
annually thereafter.

On July 2, 2020, Georgia submitted a
SIP revision to address the emissions
statements requirements related to the
2015 8-hour ozone NAAQS for the
Atlanta Area.3 On June 28, 2021, to
correct a deficiency in the July 2, 2020,
submittal, GA EPD submitted a draft SIP
revision supplementing that SIP
submittal along with a parallel
processing request.# Subsequently, on
November 4, 2021, Georgia submitted
the draft June 28, 2021, SIP submittal in
final form, thus negating the need for
EPA to parallel process the draft June
28, 2021, SIP submittal. EPA is
proposing to approve the July 2, 2020,
SIP submittal as updated by the
November 4, 2021, SIP submittal, as
meeting the requirements of section
182(a)(3)(B) of the CAA and associated
federal regulations. EPA’s analysis of
these SIP revisions and how they
address the emissions statements
requirements is discussed in the
analysis of state’s submittal section of
this notice.

II. Analysis of State’s Submittal

As discussed above, section
182(a)(3)(B) of the CAA requires states
to submit a SIP revision requiring the
owner or operator of each NOx and VOC
stationary source located in an ozone
nonattainment area to submit to the
state annual emissions statements. The
first statement is due three years from

3In the July 2, 2020, SIP revision, GA EPD
submitted a certification that existing Georgia rules
satisfy the permit program requirements in section
172(c)(5) and section 173 of the CAA. GA EPD also
provided an emissions inventory to satisfy the
requirements in section 182(a)(1) of the CAA. EPA
will take action on these SIP revisions in separate
rulemakings.

4 Georgia’s July 2, 2020, SIP revision included a
request for conditional approval regarding the
emissions statements requirements. Under CAA
section 110(k)(4), EPA may conditionally approve a
SIP revision based on a commitment from a state
to adopt specific enforceable measures by a date
certain, but not later than one year from the date
of approval. Georgia’s November 4, 2021, SIP
revision supplements the July 2, 2020, submittal
described later in this section and renders the
conditional approval request moot as discussed in
section II
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the area’s nonattainment designation,
and subsequent statements are due at
least annually thereafter.

In 1996, EPA incorporated Georgia
Rule 391-3-1-.02(6)(a)4, Emissions
Statements, into the SIP. See 61 FR 3819
(February 2, 1996). At that time, this
regulation applied to stationary sources
within Cherokee, Clayton, Cobb,
Coweta, DeKalb, Douglas, Fayette,
Forsyth, Fulton, Gwinnett, Henry,
Paulding, and Rockdale Counties.
Georgia subsequently amended the
regulation to, among other things,
include Bartow and Newton Counties
thereby covering the entire Atlanta
Area. EPA incorporated these
amendments into the SIP in 2009. See
74 FR 62249 (November 27, 2009). In
Georgia’s July 2, 2020, SIP revision,
Georgia certified that this SIP-approved
regulation meets the requirements of
CAA Section 182(a)(3)(B) for the Area.5
Georgia’s SIP-approved regulation at
391-3-1-.02(6)(a)4(iii) states that the
emissions statements requirements in
391-3-1-.02(6)(a)4 apply to all
stationary sources of nitrogen oxides or
volatile organic compounds which emit
more than 25 tons per calendar of either
pollutant and are located in Barrow,
Bartow, Carroll, Cherokee, Clayton,
Cobb, Coweta, DeKalb, Douglas, Fayette,
Forsyth, Fulton, Gwinnett, Hall, Henry,
Newton, Paulding, Rockdale, Spalding,
or Walton counties. Pursuant to section
182(a)(3)(B), however, emissions
statements are required for all sources
that emit 25 tons per year or more of
either pollutant if the waiver criteria are
met. Therefore, Georgia requested
conditional approval of its July 2, 2020,
SIP revision and committed to satisfy
section 182(a)(3)(B) for the 2015 8-hour
ozone NAAQS by revising Georgia Rule
391-3—-1-.02(6)(a)4(iii) so that emissions
reporting is also required for sources
that emit exactly 25 tons of VOC or NOx
per calendar year. The State committed
to adopt this rule revision no later than
one year after EPA’s conditional
approval of Georgia’s July 2, 2020, SIP
revision.

On June 28, 2021, Georgia submitted
a draft SIP revision for parallel
processing to supplement the July 2,
2020 SIP revision. The June 28, 2021,
submittal includes the new draft of
Georgia Rule 391-3-1-.02(6)(a)4(iii) and
states that the aforementioned change to
the rule was presented to the Georgia
Department of Natural Resources Board

5 As discussed in the preamble to the SIP
Requirements Rule, a state may rely on emissions
statement rules in force and approved by EPA for
the 2015 8-hour ozone NAAQS provided that the
rules remain adequate and cover all portions of the
2015 ozone NAAQS nonattainment areas. See 83 FR
62998 (December 6, 2018).

of Directors (DNR Board) for adoption at
its September 28, 2021, meeting, along
with changes to the rule to reflect only
the counties comprising the Atlanta
Area. The submittal says that the
changes will be submitted to EPA as a
SIP revision. The draft June 28, 2021,
SIP revision was submitted in final form
on November 4, 2021.

As allowed by CAA section
182(a)(3)(B)(ii), Georgia waived the
emissions statements requirement for
stationary sources emitting less than 25
tpy of NOx or VOC because the State
included these emissions in an
emissions inventory it submitted to EPA
pursuant to CAA section 182(a)(1) for
the Atlanta Area. CAA section
182(a)(3)(B)(ii) allows the state to waive
the application of emissions statements
requirements to any class or category of
stationary sources which emit less than
25 tons per year of VOC or NOx if the
State, in its submissions under section
182(a)(1) or 182(a)(3)(A),® provides an
inventory of emissions from such class
or category of sources, based on the use
of the emission factors established by
the Administrator or other methods
acceptable to the Administrator.

Pursuant to CAA Section 182(a)(1),
Georgia is required to submit a
comprehensive, accurate, current
inventory of actual emissions from all
sources, as described in CAA section
172(c)(3), in accordance with guidance
provided by the Administrator. CAA
Section 172(c)(3) states, “Such plan
provisions shall include a
comprehensive, accurate, current
inventory of actual emissions from all
sources of the relevant pollutant or
pollutants in such area including such
periodic revisions as the Administrator
may determine necessary to assure that
the requirements of this part are met.”
Georgia’s July 2, 2020, SIP revision
includes an emissions inventory
submitted pursuant to CAA section
182(a)(1) and states that it was prepared
consistent with 83 FR 62998,
“Implementation of the 2015 National
Ambient Air Quality Standards for
Ozone: Nonattainment Area State
Implementation Plan Requirements,”
and 40 CFR part 51.1315.” Stationary
sources emitting less than 25 tpy of NOx
or VOC are included in Georgia’s
inventory in accordance with CAA
section 182(a)(3)(B)(ii).

The emissions inventory that GA EPD
provided in its submission to satisfy the
requirements in section 182(a)(1) of the
CAA is included in the docket for this
rulemaking. EPA has proposed to
approve the emissions inventory portion

6 CAA section 182(a)(3)(A) contains a triennial
emissions inventory requirement.

of the July 2, 2020, SIP submission in a
separate rulemaking. Given the waiver
criteria in section 182(a)(3)(B)(ii), EPA
cannot approve the emissions statement
portion of the July 2, 2020, SIP
submission as proposed herein unless
EPA finalizes approval of the emissions
inventory portion of the submission in
that separate rulemaking.

EPA has preliminarily determined
that Georgia’s revised emissions
statements regulation meets the
requirements under CAA section
182(a)(3)(B) and the SIP Requirements
Rule for the 2015 8-hour ozone NAAQS.
Therefore, a conditional approval of the
July 2, 2020, SIP submittal is no longer
necessary. Accordingly, EPA is
proposing to approve the July 2, 2020,
SIP submittal, as updated by the
November 4, 2021, SIP submittal.

III. Incorporation by Reference

In this document, EPA is proposing to
include in a final EPA rule regulatory
text that includes incorporation by
reference. In accordance with the
requirements of 1 CFR 51.5, EPA is
proposing to incorporate by reference
Rule 391-3-1-.02(6)(a)4(iii), state-
effective October 25, 2021. EPA has
made and will continue to make these
materials generally available through
www.regulations.gov and at the EPA
Region 4 office (please contact the
person identified in the FOR FURTHER
INFORMATION CONTACT section of this
preamble for more information).

IV. Proposed Action

EPA is proposing to approve the July
2, 2020, SIP revision, as updated by the
November 4, 2021, SIP submittal,
related to the emissions statements
requirements for the 2015 8-hour ozone
NAAQS for the Atlanta Area. EPA has
preliminarily determined that Georgia’s
SIP revisions requesting approval meet
the requirements of CAA section
182(a)(3)(B).7 EPA proposes to find that
the aforementioned submissions meet
the requirements of sections 110 and
182 of the CAA.

V. Statutory and Executive Order
Reviews

Under the CAA, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable Federal regulations.
See 42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided they meet the criteria of the

7 As discussed in section II, EPA cannot approve
the emissions statement portion of the July 2, 2020,
SIP submission as proposed herein unless EPA
finalizes approval of the emissions inventory
portion of the submission.
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CAA. This proposed action merely
proposes to approve state law as
meeting Federal requirements and does
not impose additional requirements
beyond those imposed by state law. For
that reason, this proposed action:

e Is not a significant regulatory action
subject to review by the Office of
Management and Budget under
Executive Orders 12866 (58 FR 51735,
October 4, 1993) and 13563 (76 FR 3821,
January 21, 2011);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104—4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

e Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the CAA; and

e Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

The SIP is not approved to apply on
any Indian reservation land or in any
other area where EPA or an Indian tribe
has demonstrated that a tribe has
jurisdiction. In those areas of Indian
country, the rule does not have tribal
implications as specified by Executive
Order 13175 (65 FR 67249, November 9,
2000), nor will it impose substantial
direct costs on tribal governments or
preempt tribal law.

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen dioxide, Ozone, Reporting and
recordkeeping requirements, Volatile
organic compounds.

Authority: 42 U.S.C. 7401 et seq.

Dated: November 26, 2021.
John Blevins,
Acting Regional Administrator, Region 4.
[FR Doc. 2021-26140 Filed 12-1-21; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Parts 223 and 224

[Docket No. 211129-0246; RTID 0648—
XR118]

Endangered and Threatened Wildlife;
90-Day Finding on a Petition To List
the Atlantic Humpback Dolphin as
Threatened or Endangered Under the
Endangered Species Act

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: 90-Day petition finding, request
for information, and initiation of status
review.

SUMMARY: We, NMFS, announce a 90-
day finding on a petition to list the
Atlantic humpback dolphin (Sousa
teuszii) as threatened or endangered
under the Endangered Species Act
(ESA). We find that the petition presents
substantial scientific or commercial
information indicating that the
petitioned action may be warranted.
Therefore, we are initiating a status
review of the species to determine
whether listing under the ESA is
warranted. To ensure this status review
is comprehensive, we are soliciting
scientific and commercial information
regarding this species.

DATES: Scientific and commercial
information pertinent to the petitioned
action must be received by January 31,
2022.

ADDRESSES: You may submit comments
on this document, identified by NOAA—
NMFS-2021-0110 by the following
method:

o Electronic Submissions: Submit all
electronic public comments via the
Federal eRulemaking Portal. Go to
https://www.regulations.gov and enter
NOAA-NMFS-2021-0110 in the Search
box. Click on the “Comment” icon,
complete the required fields, and enter
or attach your comments.

Instructions: Comments sent by any
other method, to any other address or
individual, or received after the end of
the comment period, may not be
considered by NMFS. All comments

received are a part of the public record
and will generally be posted for public
viewing on www.regulations.gov
without change. All personal identifying
information (e.g., name, address, etc.),
confidential business information, or
otherwise sensitive information
submitted voluntarily by the sender will
be publicly accessible. NMFS will
accept anonymous comments (enter “N/
A” in the required fields if you wish to
remain anonymous).

Interested persons may obtain a copy
of the petition online at the NMFS
website: https://www.fisheries.noaa.gov/
national/endangered-species-
conservation/petitions-awaiting-90-day-
findings.

FOR FURTHER INFORMATION CONTACT:
Heather Austin, NMFS Office of
Protected Resources, (301) 427—8422,
Heather.Austin@noaa.gov.

SUPPLEMENTARY INFORMATION:

Background

On September 8, 2021, we received a
petition from the Animal Welfare
Institute, the Center for Biological
Diversity, and VIVA Vaquita to list the
Atlantic humpback dolphin (Sousa
teuszii) as a threatened or endangered
species under the ESA. The petition
asserts that Sousa teuszii is threatened
by four of the five ESA section 4(a)(1)
factors: (1) The present destruction or
modification of its habitat; (2)
overutilization for commercial
purposes; (3) inadequacy of existing
regulatory mechanisms; and (4)
manmade factors affecting its continued
existence. The petition is available
online (see ADDRESSES).

ESA Statutory, Regulatory, and Policy
Provisions and Evaluation Framework

Section 4(b)(3)(A) of the ESA of 1973,
as amended (16 U.S.C. 1531 et seq.),
requires, to the maximum extent
practicable, that within 90 days of
receipt of a petition to list a species as
threatened or endangered, the Secretary
of Commerce make a finding on whether
that petition presents substantial
scientific or commercial information
indicating that the petitioned action
may be warranted, and to promptly
publish such finding in the Federal
Register (16 U.S.C. 1533(b)(3)(A)). When
it is found that substantial scientific or
commercial information in a petition
indicates the petitioned action may be
warranted (a “positive 90-day finding”),
we are required to promptly commence
a review of the status of the species
concerned during which we will
conduct a comprehensive review of the
best available scientific and commercial
information. In such cases, we conclude
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the review with a finding as to whether,
in fact, the petitioned action is
warranted within 12 months of receipt
of the petition. Because the finding at
the 12-month stage is based on a more
thorough review of the available
information, as compared to the narrow
scope of review at the 90-day stage, a
“may be warranted” finding does not
prejudge the outcome of the status
review.

Under the ESA, a listing
determination may address a species,
which is defined to also include
subspecies and, for any vertebrate
species, any distinct population
segment (DPS) that interbreeds when
mature (16 U.S.C. 1532(16)). A joint
NMFS-U.S. Fish and Wildlife Service
(USFWS) (jointly, “‘the Services”) policy
clarifies the agencies’ interpretation of
the phrase “distinct population
segment” for the purposes of listing,
delisting, and reclassifying a species
under the ESA (61 FR 4722; February 7,
1996). A species, subspecies, or DPS is
“endangered” if it is in danger of
extinction throughout all or a significant
portion of its range, and ‘‘threatened” if
it is likely to become endangered within
the foreseeable future throughout all or
a significant portion of its range (ESA
sections 3(6) and 3(20), respectively, 16
U.S.C. 1532(6) and (20)). Pursuant to the
ESA and our implementing regulations,
we determine whether species are
threatened or endangered based on any
one or a combination of the following
five section 4(a)(1) factors: (1) The
present or threatened destruction,
modification, or curtailment of habitat
or range; (2) overutilization for
commercial, recreational, scientific, or
educational purposes; (3) disease or
predation; (4) inadequacy of existing
regulatory mechanisms to address
identified threats; (5) or any other
natural or manmade factors affecting the
species’ existence (16 U.S.C. 1533(a)(1),
50 CFR 424.11(c)).

ESA-implementing regulations issued
jointly by NMFS and USFWS (50 CFR
424.14(h)(1)@1)) define ‘“‘substantial
scientific or commercial information” in
the context of reviewing a petition to
list, delist, or reclassify a species as
“credible scientific or commercial
information in support of the petition’s
claims such that a reasonable person
conducting an impartial scientific
review would conclude that the action
proposed in the petition may be
warranted.” Conclusions drawn in the
petition without the support of credible
scientific or commercial information
will not be considered ““substantial
information.” In reaching the initial (90-
day) finding on the petition, we will
consider the information described in

sections 50 CFR 424.14(c), (d), and (g)
(if applicable).

Our determination as to whether the
petition provides substantial scientific
or commercial information indicating
that the petitioned action may be
warranted will depend in part on the
degree to which the petition includes
the following types of information: (1)
Information on current population
status and trends and estimates of
current population sizes and
distributions, both in captivity and the
wild, if available; (2) identification of
the factors under section 4(a)(1) of the
ESA that may affect the species and
where these factors are acting upon the
species; (3) whether and to what extent
any or all of the factors alone or in
combination identified in section 4(a)(1)
of the ESA may cause the species to be
an endangered species or threatened
species (i.e, the species is currently in
danger of extinction or is likely to
become so within the foreseeable
future), and, if so, how high in
magnitude and how imminent the
threats to the species and its habitat are;
(4) information on adequacy of
regulatory protections and effectiveness
of conservation activities by States as
well as other parties, that have been
initiated or that are ongoing, that may
protect the species or its habitat; and (5)
a complete, balanced representation of
the relevant facts, including information
that may contradict claims in the
petition. See 50 CFR 424.14(d).

If the petitioner provides
supplemental information before the
initial finding is made and states that it
is part of the petition, the new
information, along with the previously
submitted information, is treated as a
new petition that supersedes the
original petition, and the statutory
timeframes will begin when such
supplemental information is received.
See 50 CFR 424.14(g).

We may also consider information
readily available at the time the
determination is made (50 CFR
424.14(h)(1)(ii)). We are not required to
consider any supporting materials cited
by the petitioner if the petitioner does
not provide electronic or hard copies, to
the extent permitted by U.S. copyright
law, or appropriate excerpts or
quotations from those materials (e.g.,
publications, maps, reports, letters from
authorities). See 50 CFR 424.14(c)(6).

The “substantial scientific or
commercial information” standard must
be applied in light of any prior reviews
or findings we have made on the listing
status of the species that is the subject
of the petition (50 CFR 424.14(h)(1)(iii)).
Where we have already conducted a
finding on, or review of, the listing

status of that species (whether in
response to a petition or on our own
initiative), we will evaluate any petition
received thereafter seeking to list, delist,
or reclassify that species to determine
whether a reasonable person conducting
an impartial scientific review would
conclude that the action proposed in the
petition may be warranted despite the
previous review or finding. Where the
prior review resulted in a final agency
action—such as a final listing
determination, 90-day not-substantial
finding, or 12-month not-warranted
finding—a petition will generally not be
considered to present substantial
scientific and commercial information
indicating that the petitioned action
may be warranted unless the petition
provides new information or analysis
not previously considered. See 50 CFR
424.14(h)(1)(iii).

At the 90-day finding stage, we do not
conduct additional research, and we do
not solicit information from parties
outside the agency to help us in
evaluating the petition. We will accept
the petitioners’ sources and
characterizations of the information
presented if they appear to be based on
accepted scientific principles, unless we
have specific information in our files
that indicates the petition’s information
is incorrect, unreliable, obsolete, or
otherwise irrelevant to the requested
action. Information that is susceptible to
more than one interpretation or that is
contradicted by other available
information will not be dismissed at the
90-day finding stage, so long as it is
reliable and a reasonable person
conducting an impartial scientific
review would conclude it supports the
petitioners’ assertions. In other words,
conclusive information indicating the
species may meet the ESA’s
requirements for listing is not required
to make a positive 90-day finding. We
will not conclude that a lack of specific
information alone necessitates a
negative 90-day finding if a reasonable
person conducting an impartial
scientific review would conclude that
the unknown information itself suggests
the species may be at risk of extinction
presently or within the foreseeable
future.

To make a 90-day finding on a
petition to list a species, we first
evaluate whether the information
presented in the petition, in light of the
information readily available in our
files, indicates that the petitioned entity
constitutes a “species” eligible for
listing under the ESA. Next, if we
conclude the petition presents
substantial scientific or commercial
information suggesting that the
petitioned entity may constitute a
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“species,” we evaluate whether the
information indicates that the species
may face an extinction risk such that
listing, delisting, or reclassification may
be warranted; this may be indicated in
information expressly discussing the
species’ status and trends, or in
information describing impacts and
threats to the species. We evaluate
whether the petition presents any
information on specific demographic
factors pertinent to evaluating
extinction risk for the species (e.g.,
population abundance and trends,
productivity, spatial structure, age
structure, sex ratio, diversity, current
and historical range, habitat integrity or
fragmentation), and the potential
contribution of identified demographic
risks to extinction risk for the species.
We then evaluate whether the petition
presents information suggesting
potential links between these
demographic risks and the causative
impacts and threats identified in section
4(a)(1) of the ESA.

Information presented on impacts or
threats should be specific to the species
and should reasonably suggest that one
or more of these factors may be
operative threats that act or have acted
on the species to the point that it may
warrant protection under the ESA.
Broad statements about generalized
threats to the species, or identification
of factors that could negatively impact
a species, do not constitute substantial
information indicating that listing may
be warranted. We look for information
indicating that not only is the particular
species exposed to a factor, but that the
species may be responding in a negative
fashion; then we assess the potential
significance of that negative response.

Many petitions identify risk
classifications made by
nongovernmental organizations, such as
the International Union on the
Conservation of Nature (IUCN), the
American Fisheries Society, or
NatureServe, as evidence of extinction
risk for a species. Risk classifications by
such organizations or made under other
Federal or state statutes may be
informative, but such classification
alone may not provide the rationale for
a positive 90-day finding under the
ESA. For example, as explained by
NatureServe, their assessments of a
species’ conservation status do “‘not
constitute a recommendation by
NatureServe for listing under the U.S.
ESA” because NatureServe assessments
“have different criteria, evidence
requirements, purposes, and taxonomic
coverage than official lists of
endangered and threatened species”,
and therefore these two types of lists
should not be expected to “coincide”

(https://explorer.natureserve.org/
AboutTheData/DataTypes/Conservation
StatusCategories). Additionally, species
classifications under IUCN and the ESA
are not equivalent; data standards,
criteria used to evaluate species, and
treatment of uncertainty are also not
necessarily the same. Thus, when a
petition cites such classifications, we
will evaluate the source of information
that the classification is based upon in
light of the standards on extinction risk
and impacts or threats discussed above.

Taxonomy

The petition presents information on
the taxonomy of the species, including
information and references regarding
the earliest description of the species
primarily on differences in the skull
compared to other humpback dolphins
known at the time (Kiikenthal 1891,
Collins 2015, Collins et al. 2017). The
distinctness of the species from other
humpback dolphins has been
questioned over the years (Ross et al.
1995), but more recent genetic and
morphological work (Jefferson and Van
Waerebeek 2004, Mendez et al. 2013,
Jefferson and Rosenbaum 2014) has
clarified the taxonomy of the genus
Sousa and provides multiple lines of
evidence that S. teuszii is a species
separate from the other three of the
genus Sousa: S. plumbea (Indian Ocean
humpback dolphin), S. chinensis (Indo-
Pacific humpback dolphin), and S.
sahulensis (Australian humpback
dolphin) (Jefferson and Rosenbaum
2014). Thus, we conclude that the
petitioned entity, S. teuszii, constitutes
a taxonomically distinct species eligible
for listing under the ESA.

Distribution, Habitat, and Life History

The Atlantic humpback dolphin is
described as an obligate shallow water
dolphin and is endemic to the tropical
and subtropical eastern Atlantic
nearshore waters (<30 m) of western
Africa, ranging from Western Sahara to
Angola (Collins 2015, Weir and Collins
2015). This species is the only member
of the genus that occurs outside of the
Indo-Pacific region (Mendez et al. 2013,
Jefferson and Rosenbaum 2014, Collins
2015). Although each of the 19 countries
between (and including) Western Sahara
and Angola are presumed to be part of
the species’ natural range, the current
distribution is uncertain given
incomplete research coverage, including
an absence of survey effort in many
areas. Currently, there are only
confirmed records of occurrence in the
following 13 countries: Western Sahara,
Mauritania, Senegal, The Gambia,
Guinea-Bissau, Guinea, Togo, Benin,
Nigeria, Cameroon, Gabon, Republic of

the Congo, and Angola (Minton et al.
2020). The 6 countries with no
confirmed records (Sierra Leone,
Liberia, Cote d’Ivoire, Ghana, mainland
Equatorial Guinea, and the Democratic
Republic of the Congo) are poorly
studied and have received little or no
systematic cetacean or coastal research
(Collins et al. 2017). Work conducted in
Ghana by Van Waerebeek et al. (2009)
confirms the absence of S. teuszii
records, which may be due to localized
extirpation of the species in Ghanaian
waters. The species is not known to
occur around any of the larger offshore
islands of the Gulf of Guinea, including
Sao Tome and Principe or Bioko
(Fernando Péo) and Annabon (Pagalu)
(Van Waerebeek et al. 2004). Eleven
putative “management stocks” (i.e
subpopulations) of S. teuszii have been
recognized based on localities or
countries where the species has been
recorded and evidence of gaps in the
species’ range (Van Waerebeek et al.
2004, Collins 2015, Collins et al. 2017).

Migrations and movements are poorly
understood largely because tagging work
has never been done on this species
(Collins et al. 2017). Localized
movements have been linked to feeding
opportunities facilitated by tides, where
Atlantic humpback dolphins feed
primarily on coastal, estuarine, and reef-
associated fishes (Busnel 1973, Collins
2015, Collins et al. 2017). Large-scale
migrations are rarely documented but
have been inferred using local accounts
and sightings from fishermen, and
smaller-scale shifts in abundance have
been postulated (based on fragmentary
evidence) (Collins 2015, Collins et al.
2017). However, movements across
national boundaries have been
documented, and records elsewhere
suggest transboundary movements
(Collins 2015, Collins et al. 2017).

The Atlantic humpback dolphin has
specific habitat requirements, which
could limit its resilience and ability to
escape environmental and
anthropogenic stressors (Collins 2015).
It occurs exclusively in shallow (<30 m)
depths, in warm nearshore waters
(average sea surface temperatures
ranging from 15.8° to 31.8° Celsius), and
in dynamic habitats strongly influenced
by tidal patterns (e.g., sandbanks, deltas,
estuaries, and mangrove systems)
(Collins 2015, Weir and Collins 2015,
Taylor et al. 2020).

Data and information regarding life
history and reproduction parameters are
almost nonexistent for this species. An
estimated generation length of 18.4
years is given for the Atlantic humpback
dolphin, although a figure closer to 25
years is provided for the Indo-Pacific
humpback dolphin (S. chinensis) and
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Indian Ocean humpback dolphin (S.
plumbea) (Collins 2015, Collins et al.
2017). Births are thought to occur in
March and April, based upon
observations of juveniles (Van
Waerebeek et al. 2004, Collins 2015).
The species is suspected to be sexually
dimorphic (males larger at maturity and
with a more prominent dorsal hump),
but the current sample size (~20
individuals) is too small to assess this
statistically (Jefferson and Rosenbaum
2014).

Abundance and Population Trends

Abundance data are very limited for
S. teuszii and robust abundance
estimates are lacking for most stocks.
However, approximate, general
estimates have been made for the 11
recognized stocks (which are subjective
and based on the knowledge of a limited
number of researchers) and range from
the tens to low hundreds of individuals
per stock (Collins 2015, Collins et al.
2017).

Comprehensive reviews conducted by
Collins (2015) and Collins et al. (2017)
on all available S. teuszii population
biology data, reinforce general
inferences of small total population size.
These reviews concluded that the
species probably includes fewer than
3,000 individuals (Collins 2015, Collins
et al. 2017). If it is assumed that 50
percent of these are mature individuals,
then the number of mature individuals
in the total population would be no
more than 1,500 (Collins et al. 2017,
Brownell et al. 2019).

Because robust abundance estimates
for this species are lacking, there are no
quantitative assessments of population
trends and status. However, the
evidence of recent work in some areas
and a consensus of expert opinions
indicate that most stocks of S. teuszii are
small and that all stocks have
experienced significant declines in
recent decades (Collins 2015, Collins et
al. 2017). Limited research effort for
each putative S. teuszii stock has either
identified significant mortality or
yielded strong evidence to infer it (Van
Waerebeek et al. 2004, Collins 2015,
Collins et al. 2017). According to
Collins (2015) and Collins et al. (2017),
artisanal fishing bycatch and directed
takes are the principal causes of these
declines, although these authors also
suggest that habitat loss is likely a
contributing factor as well. Reported
dolphin bycatch has been coupled with
observed or suspected declines of S.
teuszii in Guinea-Bissau, which together
with neighboring Guinea, is believed to
host the largest population of the
species (Collins 2015, Collins et al.
2017).

In summary, while data on abundance
and population trends are largely
absent, the information presented in the
petition indicates that the species
consists of small, fragmented stocks,
and may be declining across its range.

Analysis of ESA Section 4(a)(1) Factors

The petition asserts that S. teuszii is
threatened by four of the five ESA
section 4(a)(1) factors: The present
destruction or modification of its habitat
due to pollution and development,
overutilization for commercial purposes
via fisheries bycatch, inadequacy of
existing regulatory mechanisms, and
manmade factors affecting its continued
existence, including fisheries bycatch
and prey depletion, deliberate capture,
coastal development, and anthropogenic
noise. Information in the petition and
readily available in our files indicates
that the primary threat facing the
species is fisheries bycatch. Therefore,
we focus our discussion below on the
evidence of this particular threat.
However, we note that in the status
review for this species, we will evaluate
all ESA section 4(a)(1) factors to
determine whether any one or a
combination of these factors are causing
declines in the species or are likely to
substantially negatively affect the
species within the foreseeable future to
such a point that the Atlantic humpback
dolphin is at risk of extinction or likely
to become so in the foreseeable future.

Overutilization for Commercial,
Recreational, Scientific, or Educational
Purposes

According to information cited in the
petition and readily available in our
files, the greatest threat to the Atlantic
humpback dolphin is fisheries bycatch.
Bycatch of Atlantic humpback dolphins
in artisanal gillnets is considered
widespread throughout the species’
range (Collins 2015, Collins et al. 2017,
Jefferson 2019). This threat has been
identified or suspected throughout
much of the species’ range and for as
long as the species has been studied
(Van Waerebeek et al. 2004, Collins
2015, Collins et al. 2017, Brownell et al.
2019, Jefferson 2019).

Work in Conkouati Douli National
Park (Republic of the Congo) provides
some indication of the potential scale of
S. teuszii bycatch and substantial
bycatch risk for the species (Collins
2015). An intensive monitoring,
enforcement, and cooperative
(incentivized) reporting program
identified 19 dolphins that were caught
as bycatch over 5 years across all
artisanal landing sites (n = 14) along a
60-km stretch of protected beach
(Collins 2015). Out of the 19 dolphins

caught as bycatch, 10 were identified as
S. teuszii, and the testimony of
fishermen showed that all were caught
in gillnets less than 1 kilometer from
shore (Collins 2015, Collins et al. 2017).
While mortality figures have been
reported for other areas including Banc
d’Arguin and the Saloum Delta, the
monitoring of bycatch in these
aforementioned areas is either non-
existent or limited to very few landing
sites (Van Waerebeek et al. 2004, Collins
2015, Collins et al. 2017). Thus, the
reported bycatch figures are likely to be
underestimates of the true level of
mortality.

Although there is no evidence of any
organized, directed fisheries for S.
teuszii, there is a concern that bycatch
can develop into “directed
entanglement” or “non-target-deliberate
acquisition”, where fishermen may
intentionally try to catch Atlantic
humpback dolphins in gillnets
originally intended for other species
(especially if there is a market for such
catches) (Clapham and Van Waerebeek
2007, Collins 2015). While the scale of
this practice is unknown, the use of
cetaceans for human consumption has
been documented in West Africa which
provides a potential market for cetacean
products and reflects general fisheries
declines (Van Waerebeek et al. 2004,
Clapham and Van Waerebeek 2007,
Collins 2015, Jefferson 2019). Clapham
and Van Waerebeek (2007) noted that
market surveys conducted in West
African coastal nations indicated that
the sale and consumption of cetacean
and sea turtle products is common.
Additionally, these sales contribute to
the economic viability of gillnet
fisheries in Ghana, which includes
killing of live entangled animals, and
using dolphin meat as bait (Van
Waerebeek et al. 2004, Clapham and
Van Waerebeek 2007, Collins 2015).
However, it is important to note that
because captures may be concealed,
given legal prohibitions, acquiring
reliable data from surveys remains a
challenge in some areas (Van Waerebeek
et al. 2004, Collins 2015, Collins et al.
2017).

The extensive spread of migrant
fishermen across western Africa over
the past few decades is a related
concern, which can augment existing
fisheries bycatch issues in areas (or even
bring these issues to areas where they
did not previously exist) (Collins 2015,
Collins et al. 2017). Migrant fishermen
(including those who move within
countries) may not abide by local
regulations, injunctions, taboos, or laws,
and are often better equipped and more
aggressive in their exploitation of local
resources (Collins 2015). They have
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been implicated in the captures of S.
teuszii in areas adjacent to the Banc
d’Arguin (Collins 2015). Additionally,
Collins (2015) notes that migrant
fishermen from Senegal, Guinea
(Conakry), and Sierra Leone have been
found exploiting waters of Guinea-
Bissau, which does not have a strong
fishing tradition, and thus the artisanal
fishing tradition is limited in this
country’s waters. However, captures of
dolphins and manatees, along with
declines of nesting sea turtles have been
reported, thus raising concern for S.
teuszii (Collins 2015, Collins et al.
2017).

In general, declines in other target fish
species may affect the Atlantic
humpback dolphin population by
increasing artisanal fishing effort and
pressure, leading to increased bycatch
risk for the species (Collins 2015,
Collins et al. 2017). Industrial fisheries
compound this issue by competing for
increasingly scant resources, as well as
fishing in zones set aside for artisanal
fishermen and areas where dolphins are
known to occur (Collins 2015, Collins et
al. 2017). For example, Collins (2015)
notes that trawlers fishing illegally
within Conkouati Douli National Park
(Republic of the Congo) impel artisanal
fishermen to set their nets closer to
shore (for fear of losing their nets in
trawls), raising bycatch risks for coastal
species, like S. teuszii.

Overall, the information presented in
the petition and briefly summarized
here regarding the Atlantic humpback
dolphin’s specific habitat requirements,
low estimated abundance, fragmented
distribution, and the immediate threat
of fisheries bycatch and potential
targeted harvest lead us to conclude that
listing the species as threatened or
endangered may be warranted.

Petition Finding

After reviewing the petition, the
literature cited in the petition, and other
information readily available in our
files, we find that listing S. teuszii as a
threatened or endangered species may
be warranted. Therefore, in accordance
with section 4(b)(3)(A) of the ESA and
NMFS’ implementing regulations (50
CFR 424.14(h)(2)), we will commence a
status review of this species. During the
status review, we will determine
whether S. teuszii is in danger of
extinction (endangered) or likely to
become so in the foreseeable future
(threatened) throughout all or a
significant portion of its range. As
required by section 4(b)(3)(B) of the
ESA, within 12 months of the receipt of
the petition (September 8, 2021), we
will make a finding as to whether listing
the Atlantic humpback dolphin as an

endangered or threatened species is
warranted. If listing is warranted, we
will publish a proposed rule and solicit
public comments before developing and
publishing a final rule.

Information Solicited

To ensure that the status review is
based on the best available scientific
and commercial data, we are soliciting
comments and information from
interested parties on the status of the
Atlantic humpback dolphin.
Specifically, we are soliciting
information in the following areas:

(1) Historical and current abundance
and population trends of S. teuszii
throughout its range;

(2) Historical and current distribution
and population structure of S. teuszii;

(3) Information on S. teuszii site
fidelity, population connectivity, and
movements within and between
populations (including estimates of
genetic diversity across and within
populations);

(4) Historical and current condition of
S. teuszii habitat;

(5) Information on S. teuszii life
history and reproductive parameters;

(6) Data on S. teuszii diet and prey;

(7) Information and data on common
S. teuszii disease(s) and/or contaminant
exposure;

(8) Historical and current data on S.
teuszii catch, bycatch, and retention in
industrial, commercial, artisanal, and
recreational fisheries throughout its
range;

(9) Past, current, and potential threats,
including any current or planned
activities that may adversely impact S.
teuszii over the short-term or long-term;

(10) Data on trade of S. teuszii
products; and

(11) Management, regulatory, or
conservation programs for S. teuszii,
including mitigation measures related to
any known or potential threats to the
species throughout its range.

We request that all data and
information be accompanied by
supporting documentation such as
maps, bibliographic references, or
reprints of pertinent publications.
Please send any comments in
accordance with the instructions
provided in the ADDRESSES section
above. We will base our findings on a
review of the best available scientific
and commercial data, including relevant
information received during the public
comment period.

References Cited

A complete list of all references cited
herein is available upon request (See
FOR FURTHER INFORMATION CONTACT).

Authority: The authority for this action is
the Endangered Species Act of 1973, as
amended (16 U.S.C. 1531 et seq.).

Dated: November 29, 2021.

Samuel D. Rauch, III,

Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 648
[Docket No. 211122-0241;RTID 0648-XX073]

Fisheries of the Northeastern United
States; Atlantic Bluefish Fishery; 2022
and Projected 2023 Specifications

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Proposed rule; request for
comments.

SUMMARY: NMF'S proposes Atlantic
bluefish specifications for the 2022
fishing year, and projected
specifications for fishing year 2023, as
recommended by the Mid-Atlantic
Fishery Management Council. This
action is necessary to establish
allowable harvest levels to prevent
overfishing while enabling optimum
yield, using the best scientific
information available. This rule also
informs the public of the proposed
fishery specifications and provides an
opportunity for comment.

DATES: Comments must be received by
December 17, 2021.

ADDRESSES: You may submit comments
on this document, identified by NOAA-
NMFS-2021-0107, by the following
method:

Electronic Submission: Submit all
electronic public comments via the
Federal e-Rulemaking Portal.

1. Go to https://www.regulations.gov,
and enter “NOAA-NMFS-2021-0107"
in the Search box;

2. Click the “Comment” icon,
complete the required fields; and

3. Enter or attach your comments.

Instructions: Comments sent by any
other method, to any other address or
individual, or received after the end of
the comment period, may not be
considered by NMFS. All comments
received are a part of the public record
and will generally be posted for public
viewing on www.regulations.gov
without change. All personal identifying
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information (e.g., name, address, etc.),
confidential business information, or
otherwise sensitive information
submitted voluntarily by the sender will
be publicly accessible. NMFS will
accept anonymous comments (enter “N/
A” in the required fields if you wish to
remain anonymous). If you are unable to
submit your comment through
www.regulations.gov, contact Cynthia
Ferrio, Fishery Policy Analyst,
Cynthia.Ferrio@noaa.gov.

The Mid-Atlantic Fishery
Management Council prepared a draft
environmental assessment (EA) for this
action that describes the proposed
measures and other considered
alternatives. The EA also provides an
economic analysis, as well as an
analysis of the biological, economic, and
social impacts of the proposed measures
and other considered alternatives.
Copies of the specifications document,
including the EA and information on
the economic impacts of the proposed
measures, are available on request from
Dr. Christopher M. Moore, Executive
Director, Mid-Atlantic Fishery
Management Council, Suite 201, 800
North State Street, Dover, DE 19901.
These documents are also accessible via
the internet at http://www.mafmec.org/
supporting-documents.

FOR FURTHER INFORMATION CONTACT:
Cynthia Ferrio, Fishery Policy Analyst,
(978) 281-9180.

SUPPLEMENTARY INFORMATION:

Background

The Mid-Atlantic Fishery
Management Council and the Atlantic

States Marine Fisheries Commission
jointly manage the Atlantic Bluefish
Fishery Management Plan (FMP). The
FMP requires the specification of an
acceptable biological catch (ABC),
commercial and recreational annual
catch limits (ACL), commercial and
recreational annual catch targets (ACT),
a commercial quota, a recreational
harvest limit (RHL), and any other
management measures, for up to three
years at a time. This action proposes
bluefish catch limit specifications for
the 2022 fishing year, and projects
specifications for 2023, based on
Council and Commission
recommendations.

These proposed specifications are
based on a 2021 assessment update and
the recent Amendment 7 to the Bluefish
FMP, as well as recommendations from
the Council’s Scientific and Statistical
Committee (SSC) and the Bluefish
Monitoring Committee. Amendment 7
was adopted by the Council and
Commission in early June 2021, and the
final rule published on November 24,
2021, 86 FR 66977. This amendment
would implement management
measures that affect these proposed
specifications, including a rebuilding
plan and reallocation of annual quotas
between fishery sectors and among
states. These proposed specifications
were developed based on Amendment 7
measures, and these specifications
would implement the first year of the
rebuilding plan as well as begin the
phasing in of the reallocation of
commercial quota to the states in 2022.

There was a 3.65 million-1b (1,656-mt)
overage of the fishery ACL caused by
recreational catch in 2020. Because the
bluefish fishery is overfished, the
accountability measure (AM) required
by the FMP at 50 CFR 648.163(d)(1) is
a pound-for-pound payback of the
overage against the soonest possible
year’s recreational ACT as a single-year
adjustment. The 2020 overage AM
would therefore be applied to the 2022
specifications under this proposed
action. No sector transfer is allowed
through these specifications because the
stock is still overfished and new sector
transfer provisions of Amendment 7 do
not allow transfer in this situation. No
changes are proposed to recreational
management measures because the
expected recreational landings under
the existing measures are very close to
fully achieving the proposed RHL.

Proposed Specifications

This action proposes the Council’s
recommendations for 2022 and
projected 2023 bluefish catch
specifications, which are consistent
with the SSC and Monitoring
Committee recommendations (Table 1).
These proposed specifications would
increase the fishery ABC by about 55
percent in 2022, and by 21 percent the
following year in 2023. The commercial
quota and RHL are also proposed to
increase by 28 percent and 67 percent
in 2022, respectively, and again by 21
percent and 59 percent in 2023.

TABLE 1—COMPARISON OF 2021, PROPOSED 2022, AND PROJECTED 2023 BLUEFISH SPECIFICATIONS *

2021 2022 2023
(Proposed) (Projected)
Million Ib Metric tons Million Ib Metric tons Million Ib Metric tons

Overfishing Limit ......ccccooviiiiiniiieeeee 32.98 17,228 40.56 18,399 4517 20,490
ABC = Fishery ACL .....cccccoieiieiinns 16.28 7,385 25.26 11,460 30.62 13,890
Commercial ACL = Commercial ACT ...... 2.77 1,255 3.54 1,604 4.29 1,945
Recreational ACL = Recreational ACT .... 13.51 6,130 21.73 9,856 26.34 11,945
Recreational Accountability Measures ..... 0 0 3.65 1,656 0 0
Commercial Total Allowable Landings

(TAL) oo 2.77 1,255 3.54 1,604 4.29 1,945
Recreational TAL ... 8.34 3,785 13.89 6,298 22.14 10,044
Sector Transfer ...... 0 0 0 0 0 0
Commercial Quota . 2.77 1,255 3.54 1,604 4.29 1,945
o | SN 8.34 3,785 13.89 6,298 22.14 10,044

* Specifications are derived from the ABC in metric tons (mt). When values are converted to millions of pounds the numbers may slightly shift
due to rounding. The conversion factor used is 1 mt = 2204.6226 Ib.

Table 2 provides the proposed
commercial state allocations based on
the Council-recommended coastwide
commercial quotas for 2022 and 2023,

and the phased-in changes to the
percent share allocations to the states
specified in Amendment 7. No states
exceeded their allocated quota in 2020,

or are projected to do so in 2021;
therefore, no accountability measures
for the commercial fishery are required
for the 2022 fishing year at this time.
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TABLE 2—PROPOSED 2022 AND PROJECTED 2023 BLUEFISH STATE COMMERCIAL QUOTA ALLOCATIONS
2022 2023
(Proposed) (Projected)
State
Percent Quota Quota Percent Quota Quota
share (Ib) (kg) share (Ib) (kg)

Maine ..cooeeeeeeieeee 0.59 20,819 9,443 0.51 21,807 9,892
New Hampshire 0.39 13,655 6,194 0.36 15,331 6,954
Massachusetts .... 7.20 254,748 115,552 7.69 329,578 149,494
Rhode Island ....... 7.21 254,956 115,646 7.61 326,165 147,946
Connecticut ...... 1.24 43,885 19,906 1.22 52,094 23,629
NEeW YOrK .ccooveeieeiieeiieeiieeeeeeeeeeeeeeee 11.72 414,693 188,102 13.06 560,031 254,026
New Jersey 14.68 519,158 235,486 14.54 623,295 282,722
Delaware ...... 1.68 59,442 26,962 1.48 63,572 28,836
Maryland ... 2.85 100,698 45,676 2.69 115,409 52,349
Virginia ............. 11.02 389,802 176,811 10.16 435,625 197,596
North Carolina .......cccceeeeevveeeeeeeiicireeeeenn. 32.06 1,138,855 514,308 32.05 1,374,077 623,271
South Carolina ........cccceeeeciiieciieccceeees 0.04 1,590 721 0.05 2,344 1,063
Georgia 0.02 805 365 0.04 1,544 700
Florida 9.31 329,137 149,294 8.55 366,585 166,280

Total e 100.00 3,537,096 1,604,400 100.01 4,287,109 1,944,600

As previously mentioned, no changes
to the recreational management
measures are proposed in this action, as
the expected recreational landings of
13.58 million 1b (6,160 mt) under the
existing measures are likely to achieve
the proposed RHL. All other federal
management measures would also
remain unchanged under this action.

The projected specifications for 2023
are based on the available data and the
second year of the rebuilding plan
model. However, there is a research
track stock assessment scheduled for
bluefish in 2022. The Council will
review the projected 2023 specifications
in light of any new information,
including this assessment, to determine
if changes need to be made prior to their
implementation. NMFS will publish a
notice prior to the 2023 fishing year to
confirm these limits as projected or
announce any necessary changes.

Classification

Pursuant to section 304(b)(1)(A) of the
Magnuson Stevens Fishery Conservation
and Management Act (Magnuson-
Stevens Act), the NMFS Assistant
Administrator has determined that this
proposed rule is consistent with the
Atlantic Bluefish FMP, other provisions
of the Magnuson-Stevens Act, and other
applicable law, subject to further
consideration after public comment.

This action is exempt from review
under E.O. 12866 because it contains no
implementing regulations.

The Chief Counsel for Regulation of
the Department of Commerce certified
to the Chief Counsel for Advocacy of the
Small Business Administration that this
proposed rule, if adopted, would not
have a significant economic impact on
a substantial number of small entities.

The factual basis for this determination
is as follows.

The Council conducted an evaluation
of the potential socioeconomic impacts
of the proposed measures in
conjunction with an EA. There are no
proposed regulatory changes in this
bluefish action, so none are considered
in the evaluation. The proposed
specifications would increase bluefish
catch limits in both 2022 and 2023
compared to 2021 to allow greater
operational flexibility in the fishery,
while still adhering to the rebuilding
plan implemented by Amendment 7.
This action would also incorporate the
quota reallocation changes implemented
by Amendment 7, allocating 86 percent
of the ACL to the recreational sector and
14 percent to the commercial sector, as
well as beginning the 7-year phased-in
reallocation of commercial quota among
the states in 2022.

This action would affect entities that
participate in commercial bluefish
fishing (those that hold commercial
bluefish permits), and those with federal
for-hire (party/charter) recreational
fishing permits for bluefish. Vessels may
hold multiple fishing permits and some
entities own multiple vessels and/or
permits. According to the Northeast
Fisheries Science Center commercial
ownership database, 526 affiliate firms
landed bluefish during the 2018-2020
period (the most recent and complete
data available), with 521 of those
commercial entities categorized as small
businesses and 5 categorized as large
businesses. For the recreational for-hire
fishery, 361 for-hire affiliate firms
generated revenues from recreational
fishing for various species during 2018—
2020. All of those business affiliates are
categorized as small businesses, but it is

not possible to derive the proportion of
overall revenues for these for-hire firms
resulting from fishing activities for an
individual species such as bluefish.
Nevertheless, given the popularity of
bluefish as a recreational species in the
Mid-Atlantic and New England, it is
likely that revenues generated from
bluefish may be somewhat important for
many of these firms at certain times of
the year.

Overall, proposed specifications for
2022 and projected specifications for
2023 are expected to provide similar
fishing opportunities when compared to
the 2021 fishing year. Although these
catch limits are increasing, there are no
proposed changes to other management
measures, such as recreational bag
limits, that are likely to change fishing
behavior. Entities issued a commercial
bluefish permit may experience a slight
positive impact related to potentially
higher landings throughout the course
of the entire year. However, because
state allocations are changing, there
might be different amounts of quota
available regionally compared to past
years. Often, fishing behavior and short
term landings are based on market
conditions, which are not expected to
substantially change as a result of these
specifications. As such, the proposed
action is not expected to have an impact
on the way the fishery operates or the
revenue of small entities. Overall,
analyses indicate that the proposed
specifications will not substantially
change: Fishing effort, the risk of
overfishing, prices/revenues, or fishery
behavior. Additionally, this action will
not have a significant impact on small
entities. As a result, an initial regulatory
flexibility analysis is not required and
none has been prepared.
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This action would not establish any under the Paperwork Reduction Act of Dated: November 23, 2021.
new reporting or record-keeping 1995. Samuel D. Rauch, III,
requirements. Authority: 16 U.S.C. 1801 et seq. Deputy Assistant Administrator for
This proposed rule contains no new Regulatory Programs, National Marine
. . . : Fisheries Service.
information collection requirements

[FR Doc. 2021-25901 Filed 12—1-21; 8:45 am]
BILLING CODE 3510-22-P
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DEPARTMENT OF AGRICULTURE
Food and Nutrition Service

Agency Information Collection
Activities: 2023 Farm to School
Census

AGENCY: Food and Nutrition Service
(FNS), USDA.

ACTION: Notice.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, this
notice invites the general public and
other public agencies to comment on
this proposed information collection.
This collection is a revision of a
currently approved collection (OMB
Number 0584—-0646) for the 2023 Farm
to School Census.

DATES: Written comments must be
received on or before January 31, 2022.

ADDRESSES: Comments may be sent to:
Amy Rosenthal, Food and Nutrition
Service, U.S. Department of Agriculture,
1320 Braddock Place, 5th Floor,
Alexandria, VA 22314. Comments may
also be via email to Amy Rosenthal at
amy.rosenthal@usda.gov. Comments
will also be accepted through the
Federal eRulemaking Portal. Go to
http://www.regulations.gov, and follow
the online instructions for submitting
comments electronically.

All responses to this notice will be
summarized and included in the request
for Office of Management and Budget
approval. All comments will be a matter
of public record.

FOR FURTHER INFORMATION CONTACT:
Requests for additional information or
copies of this information collection
should be directed to Amy Rosenthal at
amy.rosenthal@usda.gov, 703—-305—
2245.

SUPPLEMENTARY INFORMATION: Comments
are invited on: (a) Whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including

whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions that were
used; (c) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (d) ways to minimize
the burden of the collection of
information on those who are to
respond, including use of appropriate
automated, electronic, mechanical, or
other technological collection
techniques or other forms of information
technology.

Title: 2023 Farm to School Census.
OMB Number: 0584—0646.
Expiration Date: 3/31/22.

Type of Request: Revision of a
currently approved collection.

Abstract: Section 18 of the Richard B.
Russell National School Lunch Act
authorized and funded USDA to
establish a farm to school program in
order to assist eligible entities, through
grants and technical assistance, in
implementing farm to school programs
that improve food and agriculture
education as well as access to local
foods in schools. This work is housed
within the FNS Office of Community
Food Systems (OCFS). As part of the
Farm to School Program’s authorization,
OCFS collects and disseminates
information on farm to school activity
throughout the country. OCFS
conducted a national census of farm to
school activity in 2013, 2015, and 2019.
The Farm to School Census provides the
only nationally-representative data
available on farm to school participation
and activities in the United States.

The 2023 Farm to School Census
(Census) will collect and synthesize
data from a national census of SFAs to
better understand the characteristics of
SFAs participating in farm to school and
the scope and details of the activities
they engage in (e.g., local food
procurement, gardening, agriculture
education). The Census will be
distributed to all public® and private
SFAs (including residential child care
institutions) participating in the
National School Lunch Program (NSLP)
in the 50 states, American Samoa,
Guam, the Northern Mariana Islands,

1Public includes charter schools that operate
NSLP.

Puerto Rico, the U.S. Virgin Islands, and
Washington, DC.

The primary mode of data collection
will be an online survey, distributed to
SFA directors. (SFA directors will also
have the option to complete the survey
over the phone.) The online survey is
expected to take 30 minutes to
complete. Census questions will be
based on prior Farm to School Census
instruments, from the iterations
conducted in 2019 (the currently
approved collection, OMB Number
0584—-0646), 2015 (OMB Number 0584—
0593), and 2013 (OMB Number 0536—
0069). Questions will be removed,
added or adjusted based on current
research interests and to make the
instrument as streamlined as possible.

To construct the contact list for the
Census, State Child Nutrition (CN)
directors will be sent a list of all SFAs
in their State or territory, based on the
most recently available FNS data. They
will be asked to (1) add or remove any
SFAs that have begun or ended
participation in the NSLP and (2)
provide contact information for the
director of each SFA. State CN directors
will also be asked to forward a
notification email and two email
reminders about the Census to SFAs.
Directors of State agriculture
departments will also be sent one email
to notify them of the Census and request
their assistance in encouraging SFAs in
their State to complete it.

Non-respondents will receive a
reminder phone call and up to ten
reminder emails. Phone calls, during
which SFAs will have the opportunity
to complete the Census over the phone,
will be conducted by trained
interviewers. Staff will also be available
for technical and completion assistance
via a toll-free phone number.

Affected Public: The affected public
includes State, Local, and Tribal
Government (directors of public SFAs
participating in the NSLP, State Child
Nutrition directors, State Agriculture
directors); Business or Other For Profit
(directors of private SFAs participating
in the NSLP); and Not for Profit
(directors of not for profit SFAs
participating in the NSLP).

Estimated Number of Respondents:
The estimated number of respondents is
18,612. This includes 12,137
respondents and 6,475 non-respondents.
The number of unique respondents
expected to provide data for this study


http://www.regulations.gov
mailto:amy.rosenthal@usda.gov
mailto:amy.rosenthal@usda.gov
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are 9,862 State/local government
respondents (56 CN directors, 56 State
Agriculture directors, 9,750 directors of
public SFAs), 1,625 business
respondents (directors of private SFAs),
and 650 not for profit respondents
(directors of not for profit SFAs). These
numbers are based on an estimated 65%
response rate to the survey for SFAs
(based on the 2019 Census response
rate) and a 100% response rate to
requests to State CN and Agriculture
directors

Estimated Number of Responses per
Respondent: All respondents will be

asked to respond to each specific data
collection activity only once (with the
exception of the two requests to CN
directors to send reminder emails and 2
reminder emails from CN directors to
SFAs). The overall average number of
responses per respondent across the
entire collection is 14.7.

Estimated Total Annual Responses:
The estimated number of total annual
responses is 274,111.

Estimated Time per Response: The
estimated time of response varies from
2 minutes (for some emails) to 30
minutes (for completion of the Census

survey), as shown in the burden table
below. The estimated time per response
is 4.75 minutes (0.08 hours).

Estimated Total Annual Burden on
Respondents: 21,722 hours. This
includes 15,750 hours for respondents
and 5,972 hours for non-respondents.
See the table below (Table 1) for
estimated total annual burden for each
type of respondent.

Cynthia Long,
Administrator, Food and Nutrition Service.
BILLING CODE 3410-30-P



Table 1: Burden Table:

State/local
government

State Child
Nutrition
directors

Recruitment email from
FNS to State Child

Nutrition Directors

56

56

56

0.0668

3.74

0.00

0.00

Recruitment email from
Study Team to State
Child Nutrition Directors *

56

56

56

1.00

56.00

0.00

0.00

55.00

Pre-Census Recruitment
Email from State Child
Nutrition Directors to
SFAs

56

56

56

28.00

0.00

0.00

27.50

Census Reminder Emails
from State Child
Nutrition Directors to
SFAs

56

56

112

0.50

56.00

0.00

0.00

55.00

State
Agriculture
directors

SFA
directors:
Public
schools

Recruitment email from
FNS to State Department
of Agriculture

Pre-Census recruitment
email from State Child

56

56

56

28.00

0.00

0.00

27.50

" rom 15,000 | 9,750 9,750 | 0.0668 | 651.30 5,250 5250 | 0.0334 | 175.35 826.65

Nutrition Directors to
SFAs
Census introductory
email from Study Team 15,000 | 9,750 9,750 | 0.0668 | 65130 5,250 5250 | 00334 | 17535 826.65
to SFAs
Census preparation 15,000 | 4,875 4,875 0.50 2,437.50 | 10,125 10,125 | 0.0334 | 338.18 | 2,775.68
worksheet
Census survey pretest 9 9 9 1.50 13.50 0 } 0.00 0.00 13.50
Census survey 15,000 | 9,750 9,750 050 | 4,875.00 5,250 5250 | 00501 | 263.03 | 5,138.03
Census Frequently Asked | ;0 5 | 500 7,500 0.25 1,875.00 7,500 7,500 | 0.0334 | 25050 | 2,125.50
Questions (FAQ)
C ind il
#:”S”S reminder ema 14,100 | 846 846 | 0.0501 42.38 13,254 13254 | 00334 | 442.68 485.07
;g”sus reminder email 13,254 795 795 0.0501 39.84 12,459 12,459 | 0.0334 | 416.12 455.96
;g”sus reminder email 12,459 748 748 0.0501 37.45 11,711 11,711 | 0.0334 | 391.16 428.61
EZ”S”S reminder email 11,711 703 703 0.0501 35.20 11,009 11,000 | 0.0334 | 367.69 402.89
C ind il

ensus reminder emat 11,009 | 661 661 | 0.0501 33.09 10,348 10,348 | 0.0334 | 345.62 378.72

#5
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Business

SFA
directors:
Private
schools

Census reminder email

Pre-Census recruitment

e 10,348 | 621 621 | o0.0501 31.11 9,727 9,727 | 00334 | 324.89 355.99
g;”sus reminder email 9,727 584 584 | 0.0501 29.24 9,144 9,144 | 00334 | 305.39 334.63
;:znsus reminder email 9,144 549 549 0.0501 27.49 8,595 8,595 | 0.0334 | 287.07 314.56
Census reminder emails
from State Child

e 15,000 | 9,750 19,500 | 0.0668 | 1,302.60 5,250 10,500 | 0.0334 | 35070 | 1,653.30
Nutrition Directors to
SFAs
Census follow-up 8,595 | 1,719 1,719 | 00501 | 86.12 6,876 6,876 | 00334 | 229.66 315.78
telephone script #1
census follow-up 6876 | 1,375 1,375 | 0.0501 68.90 5,501 5501 | 00334 | 183.73 252.62
telephone script #2
Census thank you email 9,750 9,750 9,750 | 0.0334 325.65 0 0 0.00 0.00 325.65

email from State Child

" from 2,500 | 1625 1625 | 0.0668 | 108.55 875 875 00334 | 29.23 137.78
Nutrition Directors to
SFAs
Census introductory
email from Study Team 2,500 | 1,625 1,625 | 0.0668 | 108.55 875 875 0.0334 | 29.23 137.78
to SFAs
Census preparation 2,500 813 813 0.50 406.25 1,688 1,688 | 00334 | 5636 462.61
worksheet
Census survey 2,500 | 1,625 1,625 0.50 812.50 875 875 0.0501 | 43.84 856.34
Census Frequently Asked |, 5o |4 550 1,250 0.25 312.50 1,250 1,250 | 0.0334 | 4175 354.25
Questions (FAQ)
C ind il
#:"S”S reminder ema 2,350 141 141 | 0.0501 7.06 2,209 2,209 | 00334 | 73.78 80.84
g;”sus reminder email 2,209 133 133 0.0501 6.64 2,076 2,076 | 00334 | 69.35 75.99
;g”sus reminder email 2,076 125 125 | 0.0501 6.24 1,952 1,952 | 00334 | 6519 71.43
;Z”S”S reminder email 1,952 117 117 | 0.0501 5.87 1,835 1,835 | 00334 | 6128 67.15
C ind il
#E"S”S reminder emal 1,835 110 110 | 0.0501 552 1,725 1,725 | 00334 | 5760 63.12
;g"sus reminder email 1,725 103 103 | 0.0501 5.18 1,621 1,621 | 00334 | 5415 59.33
;;”S”S reminder email 1,621 97 97 0.0501 4.87 1,524 1,524 | 00334 | 5090 55.77
;:znsus reminder email 1,524 91 91 0.0501 4,58 1,432 1,432 | 00334 | 47.85 52.43
Census reminder emails
from State Child

2,500 | 1,625 3250 | 0.0668 | 217.10 875 1,750 | 00334 | -58.45 275.55

Nutrition Directors to
SFAs
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Not for
Profit

SFA
directors:
Not for
profit
schools

Census follow-up

) 1,432 286 286 0.0501 14.35 1,146 1,146 0.0334 38.28 52.63
telephone script #1
census follow-up 1,146 229 229 | o.0501 1148 917 917 0.0334 | 30.62 42.10
telephone script #2
Census thank you email 1,625 1,625 1,625 | 0.0334 54.28 0 0 0.00 0.00 54,28

Pre-Census recruitment
email from State Child

Crom 1,000 650 650 | 0.0668 43.42 350 350 0.0334 | 11.69 55.11
Nutrition Directors to
SFAs
Census introductory
email from Study Team 1,000 650 650 | 0.0668 43.42 350 350 0.0334 | 11.69 55.11
to SFAs
C t
ensus preparation 1,000 500 500 0.50 250.00 500 500 0.0334 | 16.70 266.70
worksheet
Census survey 1,000 650 650 0.50 325.00 350 350 0.0501 | 17.54 342.54
C F tly Asked
Srisus Frequently Aske 1,000 500 500 0.25 125.00 500 500 00334 | 16.70 141.70
Questions (FAQ)
;:"S”S reminder email 940 56 56 0.0501 2.83 884 884 00334 | 29.51 32.34
;g”sus reminder email 884 53 53 0.0501 2.66 831 831 00334 | 27.74 30.40
gg”sus reminder email 831 50 50 0.0501 2.50 781 781 00334 | 26.08 28,57
;Z”S”S reminder email 781 47 47 0.0501 2.35 734 734 00334 | 24.51 26.86
;g”sus reminder email 734 44 44 0.0501 2.21 690 690 00334 | 23.08 25.25
;g"sus reminder email 690 a1 a1 0.0501 2.07 648 648 0.0334 | 21.66 23.73
;;”S”S reminder email 648 39 39 0.0501 1.95 610 610 0.0334 | 20.36 2231
;:znsus reminder email 610 37 37 0.0501 1.83 573 573 00334 | 19.14 20.97
Census reminder emails
from State Child 1,000 650 1,300 | 0.0668 86.84 350 700 00334 | 23.38 110.22
Nutrition Directors to
SFAs
census follow-up 573 115 115 | 0.0501 5.74 458 458 0.0334 | 1531 21.05
telephone script #1
Census follow-up 458 92 92 0.0501 4.59 367 367 00334 | 12.25 16.84
telephone script #2
650 650 650 | 0.0334 21.71 0 0 0.00 21.71

Census thank you email

0.00
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DEPARTMENT OF AGRICULTURE
Forest Service

Boundary Establishment for Upper
White Salmon National Wild and
Scenic River, Gifford Pinchot National
Forest, Skamania County, Washington

AGENCY: Forest Service, Agriculture
(USDA).

ACTION: Notice of availability.

SUMMARY: In accordance with Section
3(b) of the Wild and Scenic Rivers Act,
the Forest Service, U.S. Department of
Agriculture, is transmitting the final
boundary of Upper White Salmon
National Wild and Scenic River to
Congress.

FOR FURTHER INFORMATION CONTACT:
Information may be obtained by
contacting John Ransom, Regional Land
Surveyor, by telephone at 503—-808—
2420 or via email at john.ransom@
usda.gov. Alternatively, contact Kyung
Koh Willis on the Gifford Pinchot
National Forest at 360-891-5177 or
kyung.willis@usda.gov. Individuals who
use telecommunication devices for the
deaf/hard-of-hearing (TDD) may call the
Federal Relay Service (FRS) at 1-800—
877-8339, 24 hours a day, every day of
the year, including holidays.

SUPPLEMENTARY INFORMATION: The Upper
White Salmon Wild and Scenic River
boundary description is available for
review on the Gifford Pinchot National
Forest website: https://www.fs.usda.gov/
detail/giffordpinchot/landmanagement/
resourcemanagement/?cid=
stelprdb5172066.

Due to COVID-19 health and safety
protocols to protect employees and
visitors, many Forest Service offices are
closed to the public. The Upper White
Salmon Wild and Scenic River
boundary is available for review at the
following offices, if arrangements are
made in advance: USDA Forest Service,
Yates Building, 14th and Independence
Avenues SW, Washington, DC 20024,
phone—800-832-1355; Pacific
Northwest Regional Office, 1220 SW
Third Avenue, Portland, OR 97204,
phone—503-808-2468; and Gifford
Pinchot National Forest Supervisor’s
Office, 1501 E Evergreen Blvd.,
Vancouver, WA 98661, phone—360—
891-5000. Please contact the
appropriate office prior to arrival.

The Upper White Salmon Wild and
Scenic Rivers Act (Pub. L. 109—44) of
August 2, 2005 designated Upper White
Salmon, Washington as a National Wild
and Scenic River, to be administered by
the Secretary of Agriculture. As
specified by law, the boundary will not

be effective until ninety days after

Congress receives the transmittal.
Dated: November 26, 2021.

Sandra Watts,

Acting Associate Deputy Chief, National
Forest System.

[FR Doc. 2021-26181 Filed 12—1-21; 8:45 am]
BILLING CODE 3411-15-P

DEPARTMENT OF AGRICULTURE
Forest Service

Boundary Establishment for
Comprehensive River Management
Plan for Crescent Creek National Wild
and Scenic River, Deschutes National
Forest, Klamath County, Oregon

AGENCY: Forest Service, Agriculture
(USDA).
ACTION: Notice of availability.

SUMMARY: In accordance with section
3(b) of the Wild and Scenic Rivers Act,
the Forest Service, U.S. Department of
Agriculture, is transmitting the final
boundary of Crescent Creek National
Wild and Scenic River to Congress and
providing notice of availability of the

Comprehensive River Management Plan.

FOR FURTHER INFORMATION CONTACT:
Information may be obtained by
contacting John Ransom, Regional Land
Surveyor, by telephone at 503—-808—
2420 or via email at john.ransom@
usda.gov. Alternatively, contact the
Deschutes National Forest Supervisor’s
Office at 541-383-5300 or the
Deschutes National Forest website:
https://www.fs.usda.gov/contactus/
deschutes/about-forest/contactus.
Individuals who use telecommunication
devices for the deaf/hard-of-hearing
(TDD) may call the Federal Relay
Service (FRS) at 1-800-877—8339, 24
hours a day, every day of the year,
including holidays.

SUPPLEMENTARY INFORMATION: The
Crescent Creek Wild and Scenic River
boundary description and
Comprehensive River Management Plan
are available for review on the
Deschutes National Forest website:
https://www.fs.usda.gov/project/
Pproject=47575.

Due to COVID-19 health and safety
protocols to protect employees and
visitors, many Forest Service offices are
closed to the public. The Crescent Creek
Wild and Scenic River boundary and
Comprehensive River Management Plan
are available for review at the following
offices, if arrangements are made in
advance: USDA Forest Service, Yates
Building, 14th and Independence
Avenues SW, Washington, DC 20024,
phone—800-832-1355; Pacific

Northwest Regional Office, 1220 SW
Third Avenue, Portland, OR 97204,
phone—503-808-2468; and Deschutes
National Forest Supervisor’s Office,
63095 Deschutes Market Road, Bend,
OR 97701, phone—541-383-5300.
Please contact the appropriate office
prior to arrival.

The Omnibus Oregon Wild and
Scenic Rivers Act of 1988 (Pub. L. 100—-
557) of October 28, 1988 designated
Crescent Creek, Oregon as a National
Wild and Scenic River, to be
administered by the Secretary of
Agriculture. As specified by law, the
boundary will not be effective until
ninety days after Congress receives the
transmittal.

Dated: November 26, 2021.

Sandra Watts,

Acting Associate Deputy Chief, National
Forest System.

[FR Doc. 2021-26177 Filed 12—1-21; 8:45 am]
BILLING CODE 3411-15-P

DEPARTMENT OF COMMERCE

Office of the Under Secretary for
Economic Affairs

Request for Comments on the First
Annual Report of the Advisory
Committee on Data for Evidence
Building

AGENCY: Office of the Under Secretary
for Economic Affairs, Department of
Commerce.

ACTION: Request for comments.

SUMMARY: The Foundations for
Evidence-Based Policymaking Act of
2018 requires Federal agencies to
modernize their data management
practices to develop and support
evidence-based policymaking. The Act
requires the Director of the Office of
Management and Budget (OMB), or the
head of an agency designated by the
Director, to establish the Advisory
Committee on Data for Evidence
Building (Advisory Committee). In a
letter dated September 3, 2019, OMB
delegated managerial and administrative
responsibility for this Federal advisory
committee to the Department of
Commerce Office of Under Secretary for
Economic Affairs (OUSEA). The
Advisory Committee is required to
deliver publicly available annual reports
on its activities and findings to the OMB
Director. The Advisory Committee
submitted its first-year report on
October 29, 2021. This FRN requests
comments from the public on the
Advisory Committee’s first annual
report.
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DATES: Comments must be received by
December 31, 2021.

ADDRESSES: You may submit comments
by emailing Evidence@bea.gov. Begin
with the phrase ‘“Comments for the
Advisory Committee on Data for
Evidence Building;” and indicate which
section(s) of the report your comments
address. Comments by fax or paper
delivery will not be accepted.

Privacy Note: Comments submitted in
response to this notice may be made
available to the public through relevant
websites. Therefore, commenters should
only include information they wish to
make publicly available on the internet.
Do not submit confidential business
information or otherwise sensitive or
protected information.

Please note the confidentiality of
routine communication and responses
to this public comment request are
treated as public comments and may
therefore be made publicly available,
notwithstanding the inclusion of the
routine notice.

FOR FURTHER INFORMATION CONTACT:
Gianna Marrone, Program Analyst, U.S.
Department of Commerce, 4600 Silver
Hill Road (BE-64), Suitland, MD 20746;
phone (301) 278-9282; email Evidence@
bea.gov.

SUPPLEMENTARY INFORMATION:

Request for Comments

The Advisory Committee submitted
its first-year report to the Director of the
Office of Management and Budget on
October 29, 2021. The report is also
available publicly on the Advisory
Committee’s website. The report
summarizes the Committee’s first-year
activities and resulting findings, laying
out a vision for a National Secure Data
Service and the future of data sharing,
data linkages, and privacy enhancing
techniques across Federal agencies and
with state and local governments. The
report describes recommended actions
that can be taken today to build towards
that vision while also articulating the
path that the Committee intends to take
across the next year to further develop
recommendations for implementing the
vision.

Over the past 12 months, the
Committee has engaged in extensive
fact-finding, including examining the
recommendations of the Commission on
Evidence-Based Policymaking and the
implications of their partial
implementation through the Evidence
Act; leveraging the expertise of its
members; hearing from researchers,
government leaders, other experts, and
the public; conducting virtual site visits
to existing data facilities; and beginning
to collaboratively synthesize the

different perspectives and use cases into
a coherent understanding of the current
state and future needs for the use of data
for evidence building. The Committee
members recognize their efforts as a
work-in-progress that will continue
across the next 12 months.

This request for comments offers
researchers, evaluators, contractors,
government entities, and other
interested parties the opportunity to
inform the Committee’s second-year
plans. This is a general solicitation of
comments from the public. The FRN
commentors may respond to any section
of the report. Please clearly indicate
which section(s) of the report you
address in your response and provide
evidence to support assertions, where
practicable.

Dated: November 29, 2021.

Authority: 5 U.S.C. 315.

Alyssa Holdren,

Designated Federal Official, Advisory
Committee on Data for Evidence Building.

[FR Doc. 2021-26161 Filed 12—1-21; 8:45 am]
BILLING CODE 3510-MN-P

DEPARTMENT OF COMMERCE
Bureau of Economic Analysis

Federal Economic Statistics Advisory
Committee

AGENCY: Bureau of Economic Analysis,
U.S. Department of Commerce.

ACTION: Notice of request for
nominations.

SUMMARY: The Under Secretary for
Economic Affairs requests nominations
of individuals to the Federal Economic
Statistics Advisory Committee (FESAC).
The Under Secretary for Economic
Affairs in coordination with the
Directors of the Department’s statistical
agencies, the Bureau of Economic
Analysis and the U.S. Census Bureau, as
well as the Commissioner of the U.S.
Department of Labor’s Bureau of Labor
Statistics will consider nominations
received in response to this notice, as
well as from other sources. The
SUPPLEMENTARY INFORMATION section of
this notice provides Committee and
membership criteria.

DATES: Nominations for the FESAC will
be accepted on an ongoing basis and
will be considered as and when
vacancies arise.

ADDRESSES: Please submit nominations
by email to Gianna.marrone@bea.gov
(subject line “FESAC Nomination™).
FOR FURTHER INFORMATION CONTACT:
Gianna Marrone, Committee
Management Official, Department of

Commerce, Bureau of Economic
Analysis, telephone 301-278-9282,
email: gianna.marrone@bea.gov.
SUPPLEMENTARY INFORMATION: The
Federal Economic Statistics Advisory
Comumittee (the “Committee’’) was
established in accordance with the
Federal Advisory Committee Act (Title
5, United States Code, Appendix 2). The
following provides information about
the Committee, membership, and the
nomination process.

Objectives and Scope of FESAC
Activities

The Committee advises the Directors
of the Department’s statistical agencies,
the Bureau of Economic Analysis (BEA)
and the U.S. Census Bureau, as well as
the Commissioner of the U.S.
Department of Labor’s Bureau of Labor
Statistics (BLS) on statistical
methodology and other technical
matters related to the design, collection,
tabulation, and analysis of federal
economic statistics.

Description of the FESAC Member
Duties

The Committee functions solely as an
advisory committee to the senior
officials of BEA, the Census Bureau, and
BLS (the agencies). Important aspects of
the committee’s responsibilities include,
but are not limited to:

a. Recommending research to address
important technical problems arising in
federal economic statistics

b. Identifying areas in which better
coordination of the agencies’ activities
would be beneficial;

c. Exploring ways to enhance the
agencies’ economic indicators to make
them timelier, more accurate, and more
specific to meeting changing demands
and future data needs;

d. Improving the means, methods, and
techniques to obtain economic
information needed to produce current
and future economic indicators; and

e. Coordinating, in its identification of
agenda items, with other existing
academic advisory committees
chartered to provide agency-specific
advice, for the purpose of avoiding
duplication of effort.

The Committee meets once or twice a
year, budget permitting. Additional
meetings may be held as deemed
necessary by the Under Secretary for
Economic Affairs or the Designated
Federal Official. All Committee
meetings are open to the public in
accordance with the Federal Advisory
Committee Act.

FESAC Membership

FESAC will comprise approximately
16 members who serve at the pleasure
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of the Secretary. Members shall be
appointed by the Under Secretary for
Economic Affairs in consultation with
the agencies. Committee members shall
be professionals in appropriate
disciplines, including economists,
statisticians, survey methodologists,
computer scientists, data scientists, and
behavioral scientists who are experts in
their fields, recognized for their
scientific, professional, and operational
achievements and objectivity.
Membership will represent data users
with expertise from the public sector,
academia, and the private sector.
Members will be chosen to achieve a
balanced membership that will meet the
needs of the agencies.

Members shall serve as Special
Government Employees (SGEs) and
shall be subject to ethics rules
applicable to SGEs.

A FESAC member term is three years.
Members may serve more than one
term as described in the FESAC Charter,
available at: https://apps.bea.gov/

fesac/.

Compensation for Members

Members of the Committee serve
without compensation but may receive
reimbursement for Committee-related
travel and lodging expenses.

Solicitation of Nominations

The Committee is currently filling one
or more positions on the FESAC.

The Under Secretary of Economic
Affairs, in consultation with the
agencies will consider nominations of
all qualified individuals to ensure that
the Committee includes the areas of
experience noted above. Individuals
may nominate themselves or other
individuals, and professional
associations and organizations may
nominate one or more qualified persons
for membership on the Committee.
Nominations shall state that the
nominee is willing to serve as a member
and carry out the duties of the
Committee. A nomination package
should include the following
information for each nominee:

1. A letter of nomination stating the
name, affiliation, and contact
information for the nominee, the basis
for the nomination (i.e., what specific
attributes recommend the nominee for
service in this capacity), and the
nominee’s field(s) of experience

2. a biographical sketch of the
nominee;

3. a copy of the nominee’s curriculum
vitae; and

4. the name, return address, email
address, and daytime telephone number
at which the nominator can be
contacted.

The Committee aims to have a
balanced representation among its
members, considering such factors as
geography, age, sex, race, ethnicity,
technical expertise, community
involvement, and knowledge of
programs and/or activities related to
FESAC. Individuals will be selected
based on their expertise in or
representation of specific areas as
needed by FESAC.

All nomination information should be
provided in a single, complete package.
Interested applicants should send their
nomination package to Gianna Marrone,
Committee Management Official, at
Gianna.Marrone@bea.gov (subject line
“FESAC Nomination”).

Dated: November 29, 2021.
Sabrina L. Montes,

Bureau of Economic Analysis, Designated
Federal Official, Federal Economic Statistics
Advisory Committee.

[FR Doc. 2021-26213 Filed 12—1-21; 8:45 am]

BILLING CODE 3510-06-P

DEPARTMENT OF COMMERCE

Foreign-Trade Zones Board

[B-57—2021]

Foreign-Trade Zone (FTZ) 75—
Phoenix, Arizona; Authorization of
Production Activity; VIAVI Solutions,
Inc. (Optically Variable Pigments);
Chandler, Arizona

On July 29, 2021, VIAVI Solutions,
Inc. submitted a notification of
proposed production activity to the FTZ
Board for its facility within FTZ 75, in
Chandler, Arizona.

The notification was processed in
accordance with the regulations of the
FTZ Board (15 CFR part 400), including
notice in the Federal Register inviting
public comment (86 FR 44345, August
12, 2021). On November 26, 2021, the
applicant was notified of the FTZ
Board’s decision that no further review
of the activity is warranted at this time.
The production activity described in the
notification was authorized, subject to
the FTZ Act and the FTZ Board’s
regulations, including Section 400.14.

Dated: November 26, 2021.
Elizabeth Whiteman,
Acting Executive Secretary.
[FR Doc. 2021-26150 Filed 12—1-21; 8:45 am)]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

Foreign-Trade Zones Board
[B-56—2021]

Foreign-Trade Zone (FTZ) 38—
Spartanburg County, South Carolina;
Authorization of Production Activity;
BMW Manufacturing Company, LLC
(Passenger Motor Vehicles);
Spartanburg, South Carolina

On July 28, 2021, BMW
Manufacturing Company, LLC
submitted a notification of proposed
production activity to the FTZ Board for
its facility within Subzone 38A, in
Spartanburg, South Carolina.

The notification was processed in
accordance with the regulations of the
FTZ Board (15 CFR part 400), including
notice in the Federal Register inviting
public comment (86 FR 43520, August
9, 2021). On November 26, 2021, the
applicant was notified of the FTZ
Board’s decision that no further review
of the activity is warranted at this time.
The production activity described in the
notification was authorized, subject to
the FTZ Act and the FTZ Board’s
regulations, including Section 400.14.

Dated: November 26, 2021.

Elizabeth Whiteman,

Acting Executive Secretary.

[FR Doc. 2021-26151 Filed 12-1-21; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

International Trade Administration
[C-122-858]

Certain Softwood Lumber Products
From Canada: Final Results of the
Countervailing Duty Administrative
Review, 2019

AGENCY: Enforcement and Compliance,
International Trade Administration,
Department of Commerce.

SUMMARY: The Department of Commerce
(Commerce) determines that producers
and exporters of certain softwood
lumber products (softwood lumber)
from Canada received countervailable
subsidies during the period of review,
January 1, 2019, through December 31,
2019.

DATES: Applicable December 2, 2021.
FOR FURTHER INFORMATION CONTACT:
Jonathan Hall-Eastman (Canfor), John
Hoffner (JDIL), Kristen Johnson/Samuel
Brummitt (Resolute), and Laura Griffith
(West Fraser), AD/CVD Operations,
Office III, Enforcement and Compliance,
International Trade Administration,
U.S. Department of Commerce, 1401
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Constitution Avenue NW, Washington,
DC 20230; telephone: (202) 482—-1468,
(202) 482—-3315, (202) 482—4793/(202)
482-7851, and (202) 482—-6430,
respectively.

SUPPLEMENTARY INFORMATION:

Background

Commerce published the preliminary
results of this countervailing duty (CVD)
administrative review of softwood
lumber from Canada on May 27, 2021,
and invited interested parties to
comment.! For a summary of the events
that occurred since the Preliminary
Results and a full discussion of the
issues raised by parties for the final
results, see the Issues and Decision
Memorandum.?2

Scope of the Order 3

The product covered by the Order is
certain softwood lumber products from
Canada. For a complete description of
the scope of the Order, see the Issues
and Decision Memorandum.

Analysis of Subsidy Programs and
Comments Received

Commerce conducted this CVD
administrative review in accordance
with section 751(a)(1)(A) of the Tariff
Act of 1930, as amended (the Act). The
subsidy programs under review, and the
issues raised in case and rebuttal briefs
submitted by the interested parties, are
discussed in the Issues and Decision
Memorandum. A list of the issues that
the parties raised, and to which we
responded in the Issues and Decision
Memorandum, is attached to this notice
at Appendix I. Based on our analysis of
the comments received from the
interested parties, we made changes to
the subsidy rates calculated for certain
respondents. For a discussion of these
changes, see the Issues and Decision
Memorandum.

1 See Certain Softwood Lumber Products from
Canada: Preliminary Results and Partial Rescission
of the Countervailing Duty Administrative Review;
2019, 86 FR 28556 (May 27, 2021) (Preliminary
Results).

2 See Memorandum, “Issues and Decision
Memorandum for the Final Results of the
Administrative Review of the Countervailing Duty
Order on Certain Softwood Lumber Products from
Canada; 2019,” dated concurrently with, and
hereby adopted by, this notice (Issues and Decision
Memorandum). The Issues and Decision
Memorandum is a public document and is on file
electronically via Enforcement and Compliance’s
Antidumping and Countervailing Duty Centralized
Electronic Service System (ACCESS). ACCESS is
available to registered users at https://
access.trade.gov. In addition, members of the public
may access the IDM at https://access.trade.gov/
public/FRNoticesListLayout.aspx.

3 See Certain Softwood Lumber Products from
Canada: Amended Final Affirmative Countervailing
Duty Determination and Countervailing Duty Order,
83 FR 347 (January 3, 2018) (Order).

Rate for Non-Selected Companies
Under Review

Because the rates calculated for the
companies selected for individual
review are above de minimis and not
based entirely on facts available, we
applied a subsidy rate based on a
weighted average of the subsidy rates
calculated for the reviewed companies
using sales data submitted by those
companies to calculate a rate for the
companies not selected for review. This
is consistent with the methodology that
we would use in an investigation to
establish the all-others rate, pursuant to
section 705(c)(5)(A) of the Act. A list of
all non-selected companies is included
in Appendix II.

For further information on the
calculation of the non-selected rate, see
“Final Ad Valorem Rate for Non-
Selected Companies under Review” in
the Issues and Decision Memorandum.

Final Results of Administrative Review

In accordance with section
751(a)(1)(A) and of the Act and 19 CFR
351.221(b)(5), we determine that the
following total estimated
countervailable subsidy rates exist for
2019:

Subg:%yg
: rate
Companies ad valorem
(percent)

Canfor Corporation and its

cross-owned affiliates4 ........... 2.42
J.D. Irving, Limited and its cross-

owned affiliates> .................... 3.41
Resolute FP Canada Inc. and its

cross-owned affiliates® ........... 18.07
West Fraser Mills Ltd. and its

cross-owned affiliates7 ........... 5.06
Non-Selected Companies ........... 6.31

Disclosure

Commerce intends to disclose the
calculations performed for these final
results of review within five days of the
date of publication of this notice in the
Federal Register, in accordance with 19
CFR 351.244(b).

4 Commerce finds the following companies to be
cross-owned with Canfor Corporation: Canadian
Forest Products., Ltd. and Canfor Wood Products
Marketing, Ltd.

5 Commerce finds the following companies to be
cross-owned with J.D. Irving, Limited: Miramichi
Timber Holdings Limited, The New Brunswick
Railway Company, Rothesay Paper Holdings Ltd.,
and St. George Pulp & Paper Limited.

6 Commerce finds the following companies to be
cross-owned with Resolute: Resolute Growth
Canada Inc., Produits Forestiers Maurice SEC., and
Resolute Forest Products Inc.

7 Commerce finds the following companies to be
cross-owned with West Fraser: West Fraser Timber
Co., Ltd., Blue Ridge Lumber Inc., Sunpine Inc.,
Sundre Forest Products Inc., Manning Forest
Products, and West Fraser Alberta Holdings.

Assessment Rates

Pursuant to section 751(a)(2)(C) of the
Act and 19 CFR 351.212(b)(2),
Commerce will determine, and U.S.
Customs and Border Protection (CBP)
shall assess, countervailing duties on all
appropriate entries of subject
merchandise covered by this review.

Commerce intends to issue
assessment instructions to CBP no
earlier than 41 days after the date of
publication of the final results of this
review in the Federal Register, in
accordance with 19 CFR 356.8(a).

Cash Deposit Requirements

In accordance with section
751(a)(2)(C) of the Act, Commerce
intends to instruct CBP to collect cash
deposits of estimated countervailing
duties in the amounts shown for the
companies subject to this review. For all
non-reviewed companies, we will
instruct CBP to continue to collect cash
deposits of estimated countervailing
duties at the most recent company-
specific or all-others rate applicable to
the company, as appropriate. These cash
deposits, when imposed, shall remain in
effect until further notice.

Administrative Protective Order (APO)

This notice also serves as a final
reminder to parties subject to APO of
their responsibility concerning the
return or destruction of proprietary
information disclosed under APO in
accordance with 19 CFR 351.305(a)(3).
Timely written notification of the return
or destruction of APO materials or
conversion to judicial protective order is
hereby requested. Failure to comply
with the regulations and the terms of an
APO is a sanctionable violation.

Notification to Interested Parties

Commerce is issuing and publishing
these final results of administrative
review in accordance with sections
751(a)(1) and 777(i)(1) of the Act, and 19
CFR 351.213(d)(4) and 351.221(b)(5).

Dated: November 23, 2021.
Ryan Majerus,
Deputy Assistant Secretary for Policy and
Negotiations, performing the non-exclusive
functions and duties of the Assistant
Secretary for Enforcement and Compliance.

Appendix I

List of Topics Discussed in the Issues and
Decision Memorandum

I. Summary

II. List of Issues

III. Case History

IV. Period of Review

V. Scope of the Order

VI. Subsidies Valuation

VII. Analysis of Programs

VIIL. Final Ad Valorem Rate for Non-Selected
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Companies Under Review
IX. Analysis of Comments

Comment 1: Whether Commerce Should
Have Used a Sampling Methodology to
Select Respondents for This Review

Comment 2: Whether Commerce Properly
Required Respondents to Report “Other
Assistance”

Comment 3: Whether Electricity Is a Good
or a Service

Comment 4: Whether Electricity
Curtailment Programs Are
Countervailable

Comment 5: Whether Ontario and Québec
Agreements with Consumers to Reduce
GHG Are Grants

Comment 6: Whether Commerce Should
Include Fontaine and Mobilier Rustique
in the Final Customs Instructions

Comment 7: Whether Various Grant
Programs Are Government Purchases of
Services

Comment 8: Whether Stumpage Is an
Untied Subsidy

Comment 9: Whether to Compare
Government Transaction-Specific Prices
to an Average Benchmark Price

Comment 10: Whether Commerce Should
Calculate Negative Benefits in the
Stumpage for LTAR Program

Comment 11: Whether the Alberta
Stumpage Market Is Distorted

Comment 12: Whether There Is a Useable
Tier-One Benchmark in British Columbia

Comment 13: Whether There Is a Useable
Tier-One Benchmark in British Columbia

Comment 14: Whether the Private
Stumpage Market in New Brunswick Is
Distorted and Should Be Used as a Tier-
One Benchmark

Comment 15: Whether Ontario’s Crown
Stumpage Market Is Distorted

Comment 16: Whether Ontario’s Stumpage
Prices Distort the Log Market

Comment 17: Whether the Ontario
Standing Timber Market Is Distorted and
Whether the MNP Ontario Survey Prices
May Serve as an Appropriate Tier One
Benchmark

Comment 18: Whether Commerce Should
Revise Resolute’s Stumpage Benefit
Calculation Regarding Corrected
Transactions

Comment 19: Whether Québec’s Stumpage
Market Is Distorted

Comment 20: Whether Québec’s Auction
Prices are an Appropriate Tier-One
Benchmark to Measure Whether the
GOO sold Crown-Origin Standing
Timber for LTAR

Comment 21: Whether Commerce Should
Use F2M Pricing Data for a U.S. PNW
Log Benchmark

Comment 22: Whether Commerce Should
Continue to Use a Beetle-Killed
Benchmark Price for the Final Results

Comment 23: Whether Commerce’s
Selection of a Log Volume Conversion
Factor Was Appropriate

Comment 24: Whether Commerce Should
Adjust for Tenure Security in British
Columbia

Comment 25: Whether Commerce Should
Adjust the BC Log Benchmark Price for
Scaling and G&A Costs

Comment 26: Whether to Account for BC’s
“Stand-as-a-whole” Stumpage Pricing

Comment 27: Whether the 2017-2018
Private Stumpage Survey Is Sufficiently
Contemporaneous for Use as a Tier-One
Benchmark

Comment 28: Whether Nova Scotia Is
Comparable to Québec, Ontario, and
Alberta in Terms of Haulage Costs and
Whether to Otherwise Adjust the Nova
Scotia Benchmark to Account for Such
Differences

Comment 29: Whether to Revise the
Conversion Factor Used in Calculation of
the Nova Scotia Benchmark

Comment 30: Whether Commerce Should
Adjust the Method Used to Index the
Nova Scotia Benchmark

Comment 31: Whether to Adjust the Nova
Scotia Benchmark to Account for Fire-
Killed Timber Harvested in Alberta

Comment 32: Whether to Adjust the Nova
Scotia Benchmark to Account for Beetle-
Killed-Timber Harvested in Alberta

Comment 33: Whether to Adjust the Nova
Scotia Benchmark to Account for Beetle
Killed-Timber Harvested in Québec

Comment 34: Whether Commerce Should
Adjust the Nova Scotia Benchmark to
Account for Log Product Characteristics

Comment 35: Whether SPF Tree Species in
Nova Scotia Are Comparable to SPF Tree
Species in Québec, Ontario, and Alberta

Comment 36: Whether to Adjust the Nova
Scotia Benchmark to Account for Species
Differences

Comment 37: Whether Log Pricing
Differences Between Nova Scotia and
New Brunswick Require an Adjustment
to the Nova Scotia Benchmark Utilized
in JDIL’s Stumpage Benefit Analysis

Comment 38: Whether Commerce Should
Adjust the Nova Scotia Benchmark for
Regional Price Disparities Within Nova
Scotia

Comment 39: Whether Private Standing
Timber Prices in Nova Scotia Are
Available in the Provinces at Issue

Comment 40: Whether the Tree Size in
Nova Scotia, as Measured by Diameter, Is
Comparable to Tree Size in Québec,
Ontario, and Alberta

Comment 41: Whether Nova Scotia’s Forest
Is Comparable to the Forests of New
Brunswick, Québec, Ontario, and Alberta

Comment 42: Whether Pulpmill
Consumption of Standing Timber in
Nova Scotia Creates Unique Market
Conditions that Are Not Comparable to
Market Conditions in Québec, Ontario,
and Alberta

Comment 43: Whether There Is a
Fragmented and Shrinking Market for
Private Timber in Nova Scotia That Has
Caused Standing Timber Prices to
Increase

Comment 44: Reliability of Nova Scotia
Private-Origin Standing Timber
Benchmark

Comment 45: Whether Commerce Should
Publicly Disclose the Anonymized Data
that Comprise the 2017—2018 Private
Market Survey and the Price Index Used
to Calculate the Nova Scotia Benchmark

Comment 46: Whether Commerce Should
Make Adjustments to Stumpage Rates
Paid by the Respondents to Account for
“Total Remuneration” in Alberta, New
Brunswick, Ontario, and Québec

Comment 47: Whether Commerce Should
Find Restrictions on Log Exports in
Alberta, New Brunswick, Ontario, and
Québec to Be Countervailable Subsidies

Comment 48: Whether the LER in British
Columbia Results in a Financial
Contribution

Comment 49: Whether Log Export
Restraints Have an Impact in British
Columbia

Comment 50: Whether Commerce Correctly
Calculated a Benefit for BC Hydro EPAs

Comment 51: Whether Benefits Under the
BC Hydro EPA Program Are Tied to
Electricity Production and Not Lumber
Products

Comment 52: Whether Resolute’s Ontario
and Québec Electricity PPAs Are Tied to
Non-Subject Merchandise

Comment 53: Whether Commerce’s
Specificity and Benchmark Analyses
Were Inconsistent for Ontario’s and
Québec’s Electricit